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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  177. 178, 179,  and  180 

(OPP-260051;  FRL-3384-7] 

Food  Additive  Regulations  Concerning 
Pesticide  Residues:  Procedurai 
Regulations 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule. 

SUMMARY;  EPA  is  proposing  hiles  to  set 
forth  procedures  for  establishing, 
modifying,  or  revoking  food  additive 
regulations  concerning  pesticide 
residues  in  or  on  processed  food  under 
section  409  of  the  Federal  Food,  Drug, 
and  Cosmetics  Act  (FFDCA),  21,  U.S.C. 
348.  EPA  also  is  proposing  procedural 
rules  governing  the  bling  of  objections, 
requests  for  hearings,  and  the  holding  of 
hearings  under  FFDCA  sections  408  and 
409.  Accordingly,  EPA  is  proposing  to 
replace  the  current  procedural  rules 
concerning  objections  and  hearings 
under  FFDCA  section  408  by  the 
procedural  rules  proposed  herein. 
Elsewhere  in  this  issue  of  the  Federal 
Register,  EPA  is  issuing  a  notice 
addressing  the  Delaney  Paradox. 

DATE:  Written  comments,  identified  by 
the  document  control  number  [OPP- 
260051],  must  be  received  on  or  before 
December  19, 1988. 

ADDRESS:  By  mail,  submit  comments, 
preferably  in  triplicate,  to;  Public  Docket 
and  Freedom  of  Information  Section, 
Field  Operations  Division  (TS-757C), 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  401  M 
Street  SW.,  Washington,  DC  20460. 

In  person,  deliver  comments  to:  Room 
236,  CM  #2, 1921  Jefferson  Davis 
Highway,  Arlington,  VA. 

All  written  comments  will  be 
available  for  public  inspection  in  Room 
236  at  the  address  given  above,  from  8 
a.m.  to  4  p.m.,  Monday  through  Friday, 
except  legal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  By 
mail:  Rosalind  L.  Gross,  Registration 
Division  (TS-767C),  Office  of  Pesticide 
Programs.  Environmental  Protection 
Agency,  401  M  Street  SW.,  Washington, 
DC  20460. 

Office  location  and  telephone  number. 
Room  716,  CM  #2, 1921  Jefferson  Davis 
Highway,  Arlington,  VA  ((703)-557- 
7700). 

SUPPLEMENTARY  INFORMATION:  EPA  is 

proposing  rules  to  set  forth  procedures 
for  establishing,  modifying,  or  revoking 
food  additive  regulations  concerning 
pesticide  residues  in  or  on  processed 
food  under  section  409  of  the  FFDCA,  21 


U.S.C.  348.  EPA  also  is  proposing 
procedural  rules  governing  the  filing  of 
objections,  requests  for  hearings,  and 
the  holding  of  hearings  under  FFDCA 
sections  408  and  409.  Accordingly,  EPA 
is  proposing  to  replace  the  current 
procedural  rules  concerning  objections 
and  hearings  under  FFDCA  section  408 
by  the  procedural  rules  proposed  herein. 

Reduction  in  public  reporting  burden 
for  this  collection  of  information  as  a 
result  of  this  amendment  is  expected  to 
average  approximately  14  hours  per 
response,  including  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 
Send  comments  regarding  the  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
Chief,  Information  Policy  Branch,  PM- 
223,  U.S.  Environmental  Protection 
Agency,  401  M  Street  SW.,  Washington. 
DC  20460;  and  to  the  Office  of 
Information  and  Regulatory  Affairs. 
Office  of  Management  and  Budget, 
Washington,  DC  20503. 

1.  Background  and  Need  for  Regulations 

EPA  administers  that  portion  of  the 
FFDCA  under  which  allowable  levels 
(called  “tolerances")  are  established  for 
pesticide  residues  in  or  on  raw 
agricultural  commodities  or  on 
processed  foods.  This  authority  was 
transferred  to  EPA  by  Reorganization 
Plan  No.  3  of  1970. 

Under  FFDCA  section  402(a)(2)(B),  a 
raw  agricultural  commodity  (RAC)  is 
“adulterated,"  and  thus  illegal  to  ship  or 
sell  in  interstate  commerce,  if  it  bears  or 
contains  any  residue  of  a  pesticide 
chemical  that  is  “unsafe”  within  the 
meaning  of  FFDCA  section  408.  Section 
408,  in  turn,  states  that,  with  certain 
minor  exceptions,  residues  of  a  pesticide 
chemical  in  or  on  a  particular  raw 
agricultural  commodity  are  “unsafe” 
unless  they  are  permitted  by  a 
regulation  issued  under  section  408  that 
establishes  a  “tolerance”  (maximum 
allowable  level)  for  residues  of  that 
pesticide  chemical  on  that  commodity, 
or  establishes  an  exemption  from  the 
requirement  for  a  tolerance. 

Similarly,  under  FFDCA  section 
402(a)(2)(C),  food  (whether  a  RAC  or  a 
processed  food)  is  “adulterated”  if  it  is, 
or  if  it  bears  or  contains,  any  food 
additive  that  is  “unsafe”  within  the 
meaning  of  FFDCA  section  409.  Section 
409  says  that  a  food  additive  is  “unsafe” 
unless  there  is  in  effect  a  regulation 
issued  under  section  409  stating  the 
conditions  under  which  the  food 
additive  may  be  safely  used  (which  may 
include  a  tolerance  specifying  the 


residue  levels  that  may  remain  in  the 
food),  and  the  use  in  question  conforms 
to  the  food  additive  regulations, 
including  any  tolerance  that  has  been 
specified  in  the  regulation. 

Most  food  additives  are  not 
pesticides,  or  course.  The  Food  and  Drug 
Administration  (FDA)  administers  the 
FFDCA  with  regard  to  food  additives 
other  than  pesticides  or  pesticide 
residues.  When  Congress  enacted 
FFDCA  section  409  in  1958,  it  chose  not 
to  require  tolerances  under  section  409 
for  pesticide  residues  authorized  by 
tolerances  under  section  408,  if  certain 
conditions  are  met.  The  FFDCA  thus 
provides  in  section  402(a)(2)(C)  that  if  a 
pesticide  chemical  has  been  used  on  a 
raw  agricultural  commodity  (RAC)  in 
conformity  with  a  section  408  tolerance 
(or  exemption),  a  separate  section  409 
regulation  is  not  required  for  a 
“carryover”  residue  of  the  pesticide  in 
or  on  a  processed  food  made  from  the 
RAC,  if  the  pesticide  residue  level  in  the 
processed  food  when  ready  to  eat  does 
not  exceed  those  permitted  by  the 
section  408  tolerance  (or  exemption)  for 
the  RAC.  However,  if  the  pesticide  level 
in  the  processed  food  when  ready  to  eat 
is  higher  than  that  allowed  in  the  parent 
RAC,  or  if  the  pesticide  is  added  to  the 
food  during  or  after  one  or  more 
processing  steps,  a  separate  section  409 
regulation  is  needed  if  the  food  is  not  to 
be  deemed  “adulterated". 

The  procedures  prescribed  by  sections 
408  and  409  for  issuing  regulations  are 
quite  similar.  Under  each  provision,  with 
minor  variations,  a  regulation  is  initially 
promulgated  by  an  informal  process;  the 
informal  process  may  be  initiated  either 
by  submission  of  a  petition  or  at  the 
Agency’s  own  initiative.  The  Agency  is 
to  evaluate  the  data  before  it  and  set  a 
tolerance  at  a  level  that  is  no  higher 
than  needed  to  accomplish  the  intended 
effect,  and  in  any  event  at  a  level  that  is 
adequate  to  protect  the  public  health. 
The  regulation  becomes  immediately 
effective.  Thereafter,  any  person  who  is 
adversely  affected  by  the  regulations 
may  Hie  objections  to  the  regulation  and 
request  that  the  Agency  hold  a  formal 
evidentiary  hearing.  The  Agency’s 
decision  on  the  objection  must,  with 
respect  to  “questions  of  fact,”  be  based 
only  on  evidence  of  record.  The 
Agency’s  decision  is  judicially 
reviewable  in  the  courts  of  appeals. 

Section  408  was  enacted  in  1954,  and 
in  1955  the  Food  and  Drug 
Administration  issued  procedural 
regulations  to  implement  it.  (20  FR  9632, 
December  20, 1955;  21  CFR  Part  120 
(1956  ed.).)  The  current  version  of  those 
regulations  is  found  in  40  CFR  Part  180. 
The  procedures  adopted  in  1955  are 
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largely  still  in  place,  although  some 
additions  and  changes  have  been  made 
since  then. 

The  Part  180  regulations  are  obsolete 
in  several  respects.  Their  provisions 
regarding  the  treatment  of  objections, 
requests  for  hearings,  and  holding 
hearings  do  not  contain  provisions  like 
those  in  FDA’s  regulations  that  allow 
persons  to  file  objections  and  receive  a 
judicially  reviewable  agency  ruling 
without  first  having  to  request  and 
participate  in  a  hearing.  The  hearing 
rules  contain  out-of-date  provisions 
regarding  the  respective  roles  of  the 
presiding  officer  and  the  Administrator 
in  issuing  decisions.  The  hearing  rules 
also  fail  to  provide  that  direct  testimony 
ordinarily  should  be  in  the  form  of  a 
written  statement,  rather  than  being 
given  orally;  written  direct  testimony  is 
now  routinely  used  in  hearings  under 
the  Federal  Insecticide,  Fungicide,  and 
Rondenticide  Act  (FIFRA),  7  U.S.C.  136- 
136y,  and  in  hearings  conducted  by  FDA 
under  section  409. 

Section  409  was  enacted  in  1958.  FDA 
regulations  to  implement  section  409 
include  21  CFR  Parts  170  and  570,  which 
contain  definitions,  criteria,  and 
interpretations  regarding  food  additives; 
21  CFR  Parts  171  and  571,  which  specify 
how  to  file  a  food  additive  petition  and 
how  FDA  will  respond  to  a  petition 
during  the  informal  stage;  and  21  CFR 
Parts  10  and  12,  which  contain 
provisions  dealing  with  objections  and 
requests  for  hearings  and  also  set  forth 
rules  governing  the  conduct  of 
evidentiary  hearings. 

EPA  has  never  issued  regulations 
comparable  to  FDA’s  dealing  with  the 
procedures  and  criteria  to  be  used  in 
issuing  food  additive  regulations  for 
pesticide  residues  in  or  on  processed 
foods  under  FFDCA  section  409,  or  in 
dealing  with  objections  and  hearing 
requests.  In  the  past,  this  lack  of 
procedural  regulations  has  not  caused 
many  problems.  Insofar  as  initially 
establishing  food  additive  regulations  is 
concerned,  the  statute  itself  provides 
fairly  detailed  procedures  and  criteria. 
Moreover,  EPA  has  never  held  a  hearing 
under  either  section  408  or  section  409. 
However,  having  regulations  in  place 
will  be  important  in  the  future  as  EPA 
continues  to  conduct  its  process  of 
reregistering  old  pesticides  and 
reevaluating  the  FFDCA  tolerances 
associated  with  these  pesticides.  Section 
409  does  not  spell  out  the  procedures  to 
be  used  for  modification  or  revocation 
of  food  additive  regulations.  Instead, 
section  409(h)  states  that  the 
Administrator  "shall  by  regulation 
prescribe  the  procedure  by  which  (food 
additive  regulations)  may  be  amended 


or  repealed,  and  such  procedure  shall 
conform  to  the  procedure  provided  in 
this  section  for  promulgation  of  such 
regulations.’’  EPA  anticipates  that  there 
may  be  a  need  to  modify  or  revoke  a 
number  of  section  409  food  additive 
regulations  and  that  some  of  these 
actions  may  be  contested.  Moreover, 
within  the  past  year  EPA  has  received 
two  petitions  from  citizens  and 
environmental  groups  requesting  the 
revocation  of  existing  section  409  food 
additive  regulations  for  particular 
pesticides.  EPA  believes  it  would  serve 
the  interests  of  all  concerned  if  EPA 
published  regulations  describing  the 
procedures  that  EPA  will  use  in 
processing  petitions  for  the  issuance, 
modification,  or  revocation  of  section 
409  food  additive  regulations,  how  EPA 
will  treat  objections  and  requests  for 
hearings  filed  by  persons  who  disagree 
with  the  EPA  action,  and  how  EPA  will 
conduct  hearings. 

EPA  wishes  to  develop  procedural 
regulations  for  sections  408  and  409  that 
are  similar  and,  if  possible,  integrated. 
Most  food-use  pesticides  are  applied  to 
raw  agricultural  commodities  rather 
than  to  processed  foods,  and  most 
section  409  tolerances  for  pesticide 
residues  are  issued  with  reference  to 
residues  that  result  from  treatment  of 
RACs  or  other  uses  of  pesticides  that 
yield  residues  in  the  RAC.  If  a  section 
409  tolerance  is  needed  for  a  particular 
processed  food,  a  section  408  tolerance 
usually  is  needed  for  the  parent  raw 
agricultural  commodity.  'Thus,  EPA  often 
receives  simultaneous  petitions  for 
issuance  of  a  tolerance  under  section 
408  for  residues  of  a  particular  pesticide 
chemical  on  a  raw  agricultural 
commodity  and  under  section  409  for 
residues  on  processed  foods  made  from 
that  commodity,  and  must  act  on  the 
related  petitions  in  a  coordinated  way. 
The  statutory  procedures  for  filing  and 
acting  on  petitions  under  the  two 
sections  are  similar,  as  are  the  processes 
set  forth  for  filing  objections,  requesting 
hearings,  and  holding  hearings. 
Accordingly,  EPA  believes  that  it  would 
be  useful  to  have  one  set  of  regulations 
that  govern  the  activities  under  these 
two  sections  of  the  statute. 

In  addition  to  the  need  for  modem 
statements  of  the  procedures  to  be  used, 
EPA  believes  that  modem  regulations 
are  needed  to  set  forth  the  criteria, 
interpretations,  and  categorizations  it 
will  use  in  implementing  sections  408 
and  409.  Such  regulations  would  restate 
or  update  practices  that  have  been 
developed  over  many  years,  some  of 
which  never  have  been  codified.  They 
might  address  subjects  such  as: 
Distinguishing  between  RACs  and 


processed  foods;  use  of  animal  study 
data  to  make  predictions  about  toxicity 
in  humans;  use  of  assumptions  regarding 
the  typical  human  diet,  the  variations  in 
the  diets  of  various  groups  of  people, 
and  the  pesticide  residue  levels  to  which 
food  consumers  may  be  exposed;  data 
requirements  for  the  support  of 
tolerance  petitions;  crop  groupings  for 
various  purposes;  and  a  number  of  other 
substantive  issues  involved  in  setting 
tolerances. 

In  addition,  the  subject  of  differing 
statutory  approval  criteria  under  the  two 
FFDCA  sections  and  under  FIFRA  needs 
to  be  addressed.  FIFRA  and  FFDCA 
section  408  employ  criteria  that  entail 
the  balancing  of  risks  and  benefits  of  the 
use  of  the  pesticide.  Section  409(c) 
contains  various  criteria.  The  so-called 
“general  safety  clause’’  requires  a 
finding  that  under  the  conditions  of  use 
to  be  specified  in  the  regulation,  the 
proposed  use  of  the  food  additive  will 
be  “safe”.  That  clause  has  been  read  by 
one  court  as  involving  risk/benefit 
principles,  see  Continental  Chemiste  Co. 
V.  Ruckelshaus,  461  F.  2d  331,  340-341 
(7th  Cir.  1972),  and  EPA  has  tended  to 
interpret  it  that  way;  FDA,  however,  has 
tended  to  interpret  it  as  a  risk-only 
criterion.  The  “Delaney  clause”  says 
that  (with  an  exception  regarding  use  as 
an  ingredient  in  feed  for  animals  raised 
for  food  production)  a  food  additive 
cannot  be  deemed  to  be  “safe”  if  it  is 
found  to  induce  cancer  when  ingested 
by  hiunans  or  aminals  (or,  after 
appropriate  studies,  to  induce  cancer  in 
humans  or  animals).  A  number  of 
pesticide  chemicals  that  are  food 
additives  have  been  shown  to  induce 
cancer  in  animals  in  dietary  studies. 
Since  many  of  those  chemicals  have 
considerable  benefits  while  posing  little 
if  any  cancer  risk  to  humans,  a  strict 
application  of  the  Delaney  clause  (or 
even  a  very  strict,  risk-only  reading  of 
the  general  safety  clause)  could  make  it 
impossible  to  issue  or  maintain  effect 
food  additive  regulations  under  FFDCA 
section  409  for  pesticides  that  could 
meet  the  criteria  of  FIFRA  and  FFDCA 
section  408.  This  problem  was  the 
subject  of  a  1987  report  by  the  Board  on 
Agriculture  of  the  National  Academy  of 
Sciences/National  Research  Council, 
entitled  “Regulating  Pesticides  in 
Food — ^The  Delaney  Paradox.” 
Elsewhere  in  this  issue  of  the  Federal 
Register  EPA  is  issuing  a  notice 
addressing  the  Delaney  Paradox. 

In  developing  new  regulations  to 
govern  its  activities  under  the  FFDCA, 
EPA  has  chosen  to  proceed  in  two 
phases.  In  the  first  phase,  initiated  by 
this  proposed  rule,  the  Agency  will  deal 
with  the  urgent  problems:  The  need  for 
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basic  procedural  rules  governing  the 
filing  of  FFDCA  section  409  petitions  for 
establishing,  modifying,  or  revoking  food 
additive  regulations,  and  the  need  to 
modernize  the  rules  governing 
objections,  requests  for  hearings,  and 
hearing  procedures  under  both  section 
408  and  section  409.  In  the  second 
phase,  which  will  overlap  the  first,  the 
Agency  plans  to  develop  a  unified 
regulation  that  will  deal  with  the 
substantive  interpretations  and  criteria 
for  deciding  when  tolerances  or  food 
additive  regulations  are  needed,  what 
data  are  needed  to  support  a  tolerance 
or  food  additive  regulation,  and  what 
criteria  and  assumptions  will  be  used  by 
EPA  in  determining  whether  a  tolerance 
or  food  additive  regulation  should  be 
established,  modified,  or  revoked, 

II.  Petitions  Under  FFDCA  Section  409 

EPA  proposes  to  add  a  new  Part  177 
to  set  forth  basic  guidance  on  how 
persons  may  petition  for  the 
establishment,  modification,  or 
revocation  of  food  additive  regulations 
(including  tolerances)  for  pesticide 
residues  in  or  on  processed  foods,  and 
how  EPA  will  act  on  those  petitions. 
Proposed  Part  177  would  deal  only  with 
the  informal  portion  of  the  FFDCA 
section  409  process.  Provisions 
governing  the  formal  stage  would  be 
found  in  proposed  Part  178,  concerning 
objections  and  hearing  requests,- and 
proposed  Part  179,  concerning  hearings. 

To  a  large  extent,  proposed  Part  177  is 
derived  from  the  procedural  provisions 
in  EPA’s  regulations  regarding  FFDCA 
section  408  tolerances  incurrent  40  CFR 
Part  180  (particularly  §§  180.7  through 
180.9, 180.29,  and  180.32)  and  FDA’s 
regulations  regarding  citizen  petitions  in 
21  CFR  10.30. 

EPA  wishes  to  draw  readers’  attention 
to  the  definitions  of  “pesticide 
chemical"  and  “pesticide  residue"  in 
proposed  §  177.3.  By  virtue  of  those 
definitions.  Part  177  would  apply  to  any 
residue  on  processed  food  of  any 
substance  that  is  a  “pesticide"  used  in 
the  production,  storage,  or 
transportation  of  any  RAC,  or  any 
substance  that  is  a  metabolite  or 
degradation  product  of  any  such 
"pesticide."  Thus,  any  residue  of  such  a 
substance  on  a  processed  food  would  be 
subject  to  Part  177  even  though  the 
substance  was  applied  during  or  after 
the  processing  of  the  food,  so  long  as  the 
substance  is  a  “pesticide  chemical" 
because  of  its  use  v.rith  respect  to  some 
RAC. 

The  proposed  rule  differs  from  40  CFR 
Part  180  (and  from  the  somewhat  similar 
FDA  rules  in  21  CFR  Part  171)  in  that  it 
does  not  discuss  the  time  EPA  is 
allowed  to  take  action  on  a  petition. 


Section  409  requires  the  Agency  to  issue 
a  decision  on  a  petition  within  90  days 
(extendable  to  180  days)  after  it  files  the 
petition;  Section  408  has  a  similar 
provision.  Today  it  is  unrealistic  to 
expect  EPA  to  be  able  to  complete  the 
review  and  evaluation  needed  to  issue  a 
food  additive  regulation  within  180  days 
in  all  but  the  rarest  of  cases.  In  fact,  if 
EPA  were  to  try  to  do  so  on  a  routine 
basis,  the  likely  result  would  be  public 
criticism  for  failure  to  review  and 
evaluate  the  petitions  sufficiently. 

Indeed,  it  appears  that  the  statutory 
schedule  was  perceived  as  difficult  to 
satisfy  as  early  as  1955,  when  the 
predecessor  to  40  CFR  Part  180  was 
issued  (21  CFR  Part  120, 1956  ed.), 
judging  from  the  detailed  provisions  in 
the  1955  regulation  (still  in  Part  180 
today)  about  the  events  that  stop  the 
“clo^”  temporarily  (e.g.,  while  the 
agency  waits  for  a  reply  to  a  question  to 
the  petitioner)  or  the  events  that  allow 
the  agency  to  restart  the  “clock”  at  zero 
(e.g.,  whenever  any  amendment  is 
submitted). 

The  Agency  proposes  not  to  refer  in 
Part  177  to  this  “clock”.  Under  section 
409,  a  permitted  Agency  response  to  a 
petition  under  section  409  is  a  denial  of 
the  petition.  If  any  petitioner  informs 
EPA  that  it  wishes  to  assert  its  right  to 
have  a  decision  on  a  petition  to 
establish  a  food  additive  regulation 
made  within  the  statutory  time  limit 
despite  the  fact  that  EPA  has  not 
finished  its  evaluation,  EPA  expects  to 
issue  a  denial  of  the  petition  on  the 
grounds  that  the  evaluation  it  has  been 
able  to  undertake  has  not  established 
that  the  proposed  use  of  the  pesticide 
chemical  will  be  safe.  Commenters  are 
invited  to  indicate  whether  they  support 
the  inclusion  of  a  provision  to  this  effect 
in  the  regulation  itself,  or  whether  other 
references  to  the  statutory  “clock” 
should  be  included. 

Another  difference  from  the  current 
Part  180  provisions  is  the  proposed 
requirement  that  a  petition  include  both 
a  full  statement  of  the  factual  and  legal 
grounds  including  all  relevant 
information  of  why  its  approval  would 
be  reasonable  and  a  discussion  of 
information  known  to  be  unfavorable  to 
approval  of  the  petition  along  with  any 
response  to  this  information.  The  latter 
provision  is  derived  from  the  FDA 
regulations,  21  CFR  10.30(b]  and 
171.1(c)E.  The  purpose  of  this  statement 
is  to  facilitate  the  Agency’s  assessment 
of  the  safety  of  the  pesticide  chemical. 
Commenters  are  invited  to  indicate 
whether  they  support  the  inclusion  of  a 
provision  to  this  effect  in  the  regulation. 

The  petition  would  also  be  required  to 
include  a  brief  summary  of  the  petition 


(i.e.  company  name  and  address,  section 
of  the  Code  of  Federal  Regulations  to  be 
affected  if  appropriate,  chemical  name, 
American  National  Standards  Institute 
common  name,  summary  of  the 
toxicological  data  submitted  in  support 
of  the  requested  tolerance,  the  nature  of 
the  residue,  commodity,  tolerance 
residue  value  requested,  and  name  of 
proposed  analytical  method  for  residue 
determination  for  enforcement 
purposes)  suitable  for  publication  in  the 
Federal  Register  under  FFDCA  section 
409(b)(5).  In  combination,  these 
provisions  should  allow  more  informed 
public  comment  on  the  petition  than  do 
current  procedures.  Since  section  409(b) 
does  not  require  publication  of  a 
proposed  version  of  a  food  additive 
regulation  for  notice  and  comment  by 
the  public,  the  section  409(b)(5)  notice  of 
filing  may  be  the  only  opportunity  for 
members  of  the  public  to  submit  any 
comments  they  wish  to  make.  EPA 
believes  that  there  is  likely  to  be  less 
controversy  about  food  additive 
regulations  if  they  are  issued  after  an 
opportunity  has  been  provided  for 
persons  to  submit  reasonably  informed 
comment. 

In  some  cases  it  is  likely  that  the 
Agency  will  conclude  that  instead  of 
approving  or  denying  a  petition,  the 
Agency  should  issue  a  proposed  rule 
and  invite  public  comment  This  could 
occur  because  of  the  complexity  or 
controversiality  of  the  issues  raised  by  a 
petition  or  because  of  a  need  to  gather 
information  from  members  of  the  public. 
The  statute  allows  the  Administrator  "at 
any  time,  upon  his  own  initiative”  to 
publish  a  proposed  food  additive 
regulation.  While  it  could  be  argued  that 
the  180-day  “clock"  provision  for 
response  to  petitions  means  that  EPA 
may  not  respond  to  a  petition  by  issuing 
a  proposed  rule,  EPA  believes  that  the 
better  reading,  and  certainly  the  more 
desirable  one  from  a  policy  standpoint, 
is  to  allow  such  a  response  to  a  petition, 
and  proposed  §  177.125(b)  so  states. 
Comment  on  this  proposed  provision  is 
requested. 

Part  177  as  proposed  here  does  not 
purport  to  answer  the  questions 
regarding  interpretations,  criteria,  and 
categorization  mentioned  in  Unit  I  of 
this  preamble.  EPA  expects  to  expand 
Part  177  extensively  to  deal  with  these 
issues  in  the  Agency’s  second  phase  of 
rulemaking  on  the  subject  of  FFDCA 
tolerances.  However,  EPA  does  not 
anticipate  that  the  procedures  set  forth 
here  will  require  extensive  modification. 
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Ill.  Objections  and  Requests  for 
Hearings  Under  FFDCA  Sections  408 
and  409 

EPA  proposes  to  add  a  new  40  CFR 
Part  178  to  inform  persons  how  to 
submit  objections  to  regulations  issued 
informally  under  FFDCA  section  408 
(and  40  CFR  Part  180)  or  FFDCA  section 
409  (and  proposed  40  CFR  Part  177),  and 
how  to  request  evidentiary  hearings  on 
those  objections.  Proposed  Part  178  also 
would  describe  in  some  detail  how  EPA 
would  respond  to  such  objections  and 
hearing  requests.  The  new  part  would 
implement  FFDCA  sections  408(d)(5) 
and  409(f). 

To  a  very  large  extent,  proposed  Part 
178  (like  proposed  Part  179,  dealing  with 
rules  for  hearings)  is  based  on  the  FDA 
regulations  that  appear  in  Subpart  B  of 
21  CFR  Part  12  (particularly  §  12.20  and 
§§  12.22  through  12.30).  In  issuing  and 
amending  those  regulations,  FDA  has 
explained  its  reasoning  (40  FR  22950, 
May  27, 1975;  40  FR  40682,  September  3, 
1975;  41  FR  51706,  November  23. 1976;  43 
FR  51966,  November  7, 1978;  44  FR 
22318,  April  13, 1979).  To  the  extent  that 
the  language  in  the  regulations  now 
proposed  by  EPA  as  Parts  178  and  179  is 
die  same  as  or  substantively  similar  to 
the  FDA  regulations,  EPA  relies  on 
FDA’s  explanations  in  support  of  this 
proposal  and  refers  readers  to  them.  It 
should  be  noted  that  the  FDA 
regulations  upon  which  this  proposed 
rule  is  based  were  part  of  a  larger  set  of 
regulations  prescribing  administrative 
procedures  for  all  the  statutory 
provisions  under  which  FDA  operates, 
and  that  the  FDA  regulations  thus  are 
much  broader  in  scope  than  those 
proposed  here. 

In  this  proposal,  EPA  has  modiHed  or 
restated  a  number  of  the  provisions  of 
the  FDA  regulations.  For  instance,  EPA 
has  reorganized  the  provisions  in  an 
attempt  to  make  quite  clear  the 
distinction  between  objections  and 
hearing  requests,  and  the  different 
actions  EPA  would  take  in  response  to 
objections  alone  as  opposed  to 
objections  accompanied  by  hearing 
requests.  EPA  wishes  to  emphasize  its 
view  that,  for  purposes  of  both  Agency 
action  and  judicial  review,  persons  who 
nie  objections  to  Agency  conclusions  of 
law  or  policy,  but  who  do  not  disagree 
with  the  Agency’s  characterization  of 
the  factual  matters  involved,  need  not 
request  an  evidentiary  hearing  in  order 
to  obtain  review  of  the  objections. 
Hearings  are  for  the  purpose  of 
gathering  evidence  on  disputed  factual 
issues  and  reaching  conclusions  on 
those  factual  issues;  ruling  will  be 
issued  on  objections  to  regulations 
whether  or  not  hearing  requests  are 


received.  If  no  hearing  is  requested  in 
connection  with  an  objection,  EPA 
would  argue  before  a  reviewing  court 
that  its  view  of  the  facts  should  be 
sustained  unless  found  to  be  arbitrary  or 
capricious.  (The  arguably  more  stringent 
review  standards  set  forth  in  FFDCA 
sections  408(i)  and  409(g)  are 
inapplicable,  in  EPA’s  opinion,  where  no 
evidentiary  hearing  has  been  held.)  And 
the  standard  for  review  of  issues  of  law 
or  policy  should  not  depend  on  whether 
or  not  an  evidentiary  hearing  was  held. 

EPA  also  has  attempted  in  this 
proposal  to  make  very  clear  the  distinct 
criteria  it  will  apply  in  deciding  whether 
an  objection  has  been  properly  filed, 
whether  a  hearing  has  been  properly 
requested,  and  whether  a  hearing 
request  should  be  granted.  For  instance, 
proposed  §  178.32  is  devoted  to  criteria 
for  rulings  on  hearing  requests.  Such  a 
request  would  be  granted  only  if  the 
Administrator  finds  that  the  request 
establishes:  (1)  That  there  exists  one  or 
more  genuine  and  substantial  issues  of 
fact;  (2)  that  there  is  a  reasonable 
possibility  that  available  evidence 
identified  by  the  requester  would,  if 
established,  resolve  one  or  more  of  such 
issues  in  favor  of  the  requester,  taking 
into  account  other  evidence  to  the 
contrary;  and  (3)  that  such  resolution  of 
the  factual  issue(s)  in  the  requestor’s 
favor  would  justify  the  action  requested 
in  the  objection.  Diese  proposed  rules 
for  deciding  whether  to  hold  a  hearing 
are  substantially  similar  to  the  FDA 
rules  in  21  CFR  12.22  and  12.24.  FDA’s 
application  of  its  rules  has  been  upheld 
in  cases  such  as  Pineapple  Growers 
Ass’n  v.  FDA,  673  F.  2d  1083  (9th  Cir. 
1982),  and  Community  Nutrition 
Institute  v.  Young,  773  F.  2d  1356  (D.C. 
Cir.  1985). 

Proposed  Part  178  also  contains 
separate  sections  on  what  an  objection 
must  contain  (§  178.25)  and  on  what  a 
hearing  request  must  contain  (§  178.27). 

Proposed  §  178.30  gives  an  overview 
of  the  order  and  manner  in  which  EPA 
would  rule  on  objections  and  hearing 
requests.  Paragraphs  (c)  and  (d)  on 
proposed  §  178.30  state  explicitly  that  if 
two  or  more  similar  objections  are 
received  and  one  or  more  of  them  is 
accompanied  by  a  valid  request  for  a 
hearing,  those  objections  would  be  ruled 
on  as  a  group  after  the  hearing  was  held. 
This  provision  would  avoid  the 
possibility  that  an  issue  would  undergo 
review  at  the  same  time  in  an 
administrative  hearing  and  in  a 
reviewing  court.  This  approach  was 
advanced  in  the  FDA’s  preamble  to  the 
predecessor  of  the  21  CFR  Part  12 
regulations.  (See  40  FR  22950,  22969 
(May  27, 1975).)  Proposed  §  178.32 


includes  a  provision  which  directs  the 
Administrator  to  make  preliminary 
rulings  on  any  issues  raised  by  an 
objection  which  are  necessary  for 
resolution  prior  to  determining  whether 
a  request  for  an  evidentiary  hearing 
should  be  granted. 

An  EPA  ruling  on  an  objection  in 
connection  with  which  no  evidentiary 
hearing  was  held  would  be  issued  under 
§  178.65.  Section  178.70  of  the  proposed 
rule  describes  the  administrative  record 
of  a  proceeding  that  culminates  in  an 
order  under  §  178.65. 

If  EPA  decided  that  a  hearing  request 
should  be  granted,  a  hearing  would  be 
held  and  the  objection  thereafter  would 
be  ruled  on  in  a  decision,  as  provided  in 
proposed  40  CFR  Part  179  (discussed  in 
Unit  IV  of  this  preamble). 

IV.  Rules  Governing  Hearings  Under 
FFDCA  Sections  408  and  409 

EPA  proposes  to  add  a  new  40  CFR 
Part  179  to  set  forth  rules  of  procedure 
for  formal  evidentiary  hearings  under 
FFDCA  section  408(d)(5)  or  409(f).  EPA 
also  proposes  to  modify  current  40  CFR 
Part  180  to  delete  the  rules  of  procedure 
for  section  408(d)(5)  hearings  that 
appear  In  that  regulation.  Proposed  Part 
179  is  based  primarily  on  FDA’s  hearing 
regulations  in  21  CFR  Part  12,  although 
some  of  the  provisions  are  derived  from 
40  CFR  Parts  22  and  164. 

A  hearing  would  commence  with  the 
publication  in  the  Federal  Register  by 
the  Administrator  or  his  designee  of  a 
"Notice  of  Hearing.”  The  principal 
purposes  of  such  a  notice  would  be  to 
announce  that  a  hearing  will  be  held, 
specify  its  scope,  and  advise  persons 
how  and  when  they  must  inform  the 
Agency  of  their  intent  to  participate.  The 
notice  of  hearing  is  described  in 
proposed  §  179.20.  Any  person  could 
become  a  party  to  the  hearing  by  Hling  a 
notice  of  participation  in  the  manner 
described  by  §  179.26.  EPA  proposes  not 
to  make  the  distinction  made  in  the  FDA 
regulations  between  “parties”  who  have 
a  right  to  cross-examine  witnesses  and 
“participants”  who  may  cross-examine 
witnesses  only  if  allowed  to  do  so  by  the 
presiding  officer  on  a  showing  of  good 
cause.  In  hearings  under  FIFRA,  EPA 
has  a  long-standing  policy  of  freely 
granting  leave  to  persons  to  intervene  as 
full  parties;  EPA  has  not  experienced  the 
difficulties  cited  by  FDA  as  a  reason  for 
limiting  the  cross-examination  rights  of 
some  persons  (see  41  FR  51706,  51717, 
November  23, 1976). 

The  evidence-taking  portion  of  a 
hearing  would  be  conducted  before  a 
presiding  ofHcer  who  would  be  an 
administrative  law  judge.  After  the 
evidence  has  been  taken,  the  presiding 


41130 


Federal  Register  /  Vol.  53,  No.  202  /  Wednesday,  October  19,  1988  /  Proposed  Rules 


officer  would  issue  an  initial  decision 
that  would  become  die  Agency’s  final 
decision  unless  a  party  filed  exceptions 
requesting  review  by  the  Administrator, 
or  unless  the  Administrator  undertook 
review  on  his  or  her  own  volition.  The 
qualifications  and  powers  of  the 
presiding  officer,  and  related  matters, 
are  set  forth  in  Subpart  D  to  Part  179. 

EPA  is  proposing  to  follow  the  FDA 
practice  (21  CFR  10.55)  of  providing  for 
full  separation  of  functions  between  the 
Agency  employees  who  decide  the  case 
and  the  Agency  employees  who 
participate  as  representatives  of  the 
position  of  the  Office  of  Pesticides  and 
Toxic  Substances  (OPTS),  even  though 
the  Administrative  Procedure  Act,  5 
U.S.C.  554(d)  and  5S7(d),  does  not 
require  this.  After  the  signature  of  the 
notice  of  hearing,  therefore,  the  ban  on 
ex  parte  communications  with  deciding 
officials  set  forth  in  proposed  §  179.24 
would  apply  alike  to  persons  within  and 
without  the  Agency,  ^fore  that  time, 
however,  there  would  be  no  prohibition 
on  discussions  between  representatives 
of  the  Administrator  and  representatives 
of  OPTS.  Representatives  of  OPTS  could 
(and  ordinarily  would)  draft  the  notice 
of  hearing,  and  the  rules  would  allow 
the  Administrator  to  decide  whether  the 
Assistant  Administrator  should  issue 
the  notice  or  should  refer  it  to  the 
Administrator  for  signature. 

Proposed  §  179.80  sets  forth  standard 
provisions  regarding  filing  and  service  of 
documents  submitted  by  parties  or 
issued  by  deciding  officials.  All  such 
documents  would  become  part  of  the 
record  of  the  hearing,  in  the  sense  that 
they  would  be  available  for  examination 
by  a  reviewing  court.  The  documents  in 
the  record  would  not,  of  course,  be 
“evidence"  that  could  support  factual 
findings  in  a  decision,  unless  the 
presiding  officer  had  admitted  them  as 
evidence. 

The  public  availability  of  the  record 
would  be  governed  by  §  179.81.  In 
essence,  the  documents  constituting  the 
record  of  a  hearing  would  be  available 
to  the  public  to  the  same  extent  as  other 
Agency  documents  under  the  Agency’s 
regulations  in  40  CFR  Part  2 
implementing  the  Freedom  of 
Information  Act.  Information  covered  by 
a  business  confidentiality  claim  would 
be  available  to  other  parties  in  a  hearing 
or  to  the  public  as  determined  by  the 
presiding  officer  using  the  principles  set 
forth  in  40  CFR  Part  2  for  deciding  such 
matters,  especially  40  CFR  2.301(g)(3) 
and  2.301(g)(4).  EPA  may  modify  40  CFR 
Part  2  to  reflect  this  at  the  time  it  issues 
a  final  version  of  Part  179. 

Pr  jposed  §  179.83  would  establish  a 
form  of  discovery  procedure.  This 
section  is  substantially  similar  to  the 


FDA  regulation  at  21  CFR  12.85.  It  would 
require  each  party  to  submit  to  the 
hearing  clerk,  and  thus  make  available 
to  other  parties,  all  documents  in  the 
party’s  principal  files  containing  factual 
information,  whether  favorable  or 
unfavorable  to  the  party’s  position,  that 
are  relevant  to  the  issues  in  the  hearing, 
unless  the  documents  had  already  been 
produced  under  §  179.83  by  another 
party.  Documents  that  are  internal 
deliberative  memoranda,  are  attorney 
work  product,  or  were  prepared 
specifically  for  use  in  connection  with 
the  hearing,  would  not  have  to  be 
produced.  A  party’s  failure  to  comply 
with  the  document  production 
requirement  would  allow  the  presiding 
officer  or  the  Administrator  to  draw 
adverse  inferences  against  the  party. 
OPTS  would  be  required  to  make  its 
disclosure  under  this  section  within  60 
days  after  publication  of  the  notice  of 
hearing  (rather  than  at  the  time  of  such 
publication,  as  the  FDA  regulation 
provides).  The  OPTS  disclosure  would 
include  the  record  of  the  proceedings 
that  led  to  the  hearing  (e.g.,  the 
proceedings  under  Part  178  and  under 
Part  177  or  180).  Other  parties  would  be 
required  to  make  their  disclosures  70 
days  after  publication  of  the  notice  of 
hearing.  The  purpose  of  this  disclosure 
requirement  is  to  avoid  the  possibility 
that  the  hearing  record  will  fail  to 
include  significant  evidence  known  to 
some  parties  but  not  to  others.  The 
FFDCA  does  not  specifically  provide  for 
the  issuance  of  subpoenas  in  a-hearing 
under  section  408  or  409.  Accordingly,  it 
is  not  clear  to  EPA  that  failure  to  make 
disclosure  as  required  by  the  regulation 
may  be  the  basis  for  excluding  a  party 
from  the  hearing,  although  the  FDA 
regulation  has  so  provided  for  some 
time.  However,  it  appears  to  EPA  that 
failure  to  comply  with  the  disclosure 
requirement  clearly  would  provide  a 
proper  basis  for  drawing  inferences 
about  the  nature  of  the  vdthheld 
information  that  are  adverse  to  the  party 
who  withheld  it.  EPA  seeks  comment  on 
these  issues. 

EPA  also  seeks  comments  on  whether 
the  final  rule  should  provide  for  more 
expansive,  or  more  explicit  discovery 
rights.  'The  proposed  discovery  provision 
in  §  179.83  provides  that  OPTS  will 
provide,  within  60  days  of  the 
publication  of  the  notice  of  hearing,  all 
documents  in  its  files  containing  factual 
information  or  expert  opinion,  whether 
favorable  or  unfavorable  to  the  position 
of  OPTS.  The  other  parties  have  an 
obligation  to  provide  such  information 
within  70  days  of  publication  of  the 
notice  of  hearing.  The  proposal  defines 
files  to  mean  “the  principal  files”  in 
which  documents  relating  to  the  issues 


in  the  hearing  are  ordinarily  kept.  By  the 
use  of  the  term  principal  files,  the 
Agency  does  not  intend  to  provide  an 
arbitrary  location  limitation  on  the  files 
which  must  be  produced,  but  rather  to 
indicate  that  a  good  faith  effort  must  be 
made  to  locate  and  produce  relevant 
information,  without  an  unduly 
burdensome  search  for  information  of 
marginal  relevance. 

The  Agency  is  considering  as  an 
alternative  a  discovery  provision 
modeled  after  the  Federal  Rule  of  Civil 
Procedure,  either  with  or  without  a 
provision  for  taking  depositions. 

Another  possible  option  is  for  the 
Agency  to  list  in  the  rule  the  explicit 
types  of  discovery  information,  e.g. 
toxicity  studies,  exposure  information, 
benefits  data,  etc.,  which  must  be 
provided.  EPA  seeks  comment  on  these 
discovery  options,  as  well  as  on  whether 
sanctions  different  than  those  included 
in  these  procedural  rules  should  be 
provided  for  a  party’s  failure  to  produce 
discovery  documents. 

Proposed  §  179.86  and  §  179.87  would 
set  forth  standard  provisions  for 
preliminary  conferences  to  be  held  in 
advance  of  the  taking  of  testimony  for 
purposes  of  simplifying  the  issues  and 
ordering  the  presentation  of  evidence. 
One  or  more  preliminary  conferences 
may  be  held  at  the  discretion  of  the 
presiding  officer.  The  actions  taken  at  a 
preliminary  conference  will  be  recited  in 
a  written  order  issued  by  the  presiding 
officer.  Sections  179.89  and  179.90  set 
forth  rules  governing  motions  and 
summary  decisions. 

Section  179.91  concerns  the 
assignment  of  burdens  in  a  hearing.  'The 
section  is  based  on  40  CFR  164.80  and  21 
CFR  12.87(d).  The  burden  of  going 
forward  with  evidence  on  an  issue  in  the 
hearing  on  that  issue.  See 
Environmental  Defense  Fund  v.  EPA, 

548  F.  2d  998, 1004, 1013-1015  (DC.  Cir. 
1976).  Thus,  for  instance,  if  the  Agency 
had  denied  a  petition  for  establishment 
of  a  new  tolerance  and  the  party  who 
had  filed  the  petition  objected,  that 
party  would  have  the  burden  of  going 
forward  to  present  evidence  to  support 
its  case.  Likewise,  if  the  Agency  had 
issued  a  tolerance  and  an  environmental 
group  objected  to  its  issuance,  the 
environmental  group  would  have  the 
burden  of  going  forward  with  evidence 
to  make  a  case  for  its  claims. 

The  ultimate  burden  of  persuasion 
that  a  particular  tolerance  regulation 
satisfies  the  statutory  criteria  would, 
however,  rest  on  the  party  or  parties  so 
contending.  See  Environmental  Defense 
Fund  V.  United  States  Dep’t  of  HEW,  428 
U.S.  1083, 1092  (1970):  Continental 
Chemiste  Corp.  v.  Ruckelshaus,  461  F. 
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2d  331  (7th  Cir.  1972).  Thus,  in  the  first 
example  given  in  the  preceding 
paragraph  (where  a  petitioner  for  a  new 
tolerance  objected  to  denial  of  the 
petition),  the  ultimate  burden  of 
persuasion  would  rest  on  the  petitioner, 
the  party  who  sought  approval  of  the 
tolerance.  In  the  second  example 
(objection  by  a  citizens’  group  to  a 
tolerance),  the  ultimate  burden  of 
persuasion  would  rest  on  OPTS  and  any 
other  parties  who  support  the  issuance 
or  continuation  of  the  tolerance. 

Proposed  §  179.93  deals  with  the 
taking  of  testimony.  It  provides  that 
except  in  those  unusual  cases  where  the 
memory  or  demeanor  of  a  witness  is  of 
importance  to  the  issues  in  the 
proceeding,  all  direct  testimony  is  to  be 
in  writing  and  furnished  (with 
supporting  exhibits)  to  the  opposing 
counsel  and  the  presiding  officer  two 
weeks  in  advance  of  the  time  for 
presentation  of  the  witness.  The  rule 
also  Would  provide  that  oral  cross- 
examination  would  be  the  norm.  Persons 
planning  to  cross-examine  the  witness 
by  using  written  exhibits  or  documents 
would  be  obliged  to  give  notice  to  the 
other  parties  3  business  days  in  advance 
of  the  cross-examination.  'The  presiding 
officer  could  allow  variations  in  the 
notice  requirements.  The  purpose  of  the 
requirement  for  written  direct  testimony 
and  advance  notice  is  to  speed  the 
hearing  and  improve  its  quality  by 
avoiding  surprise,  enhancing  the  ability 
of  parties  and  their  counsel  to  conduct 
effective  yet  terse  cross-examination 
and  re-direct  examination,  and 
eliminating  the  time  needed  for  oral 
recitation  of  direct  testimony  and  the 
potential  for  transcription  errors  that 
oral  testimony  entails.  Under  the 
Administrative  Procedure  Act  a  party 
has  no  right  to  present  direct  testimony 
orally  in  a  rulemaking  proceeding  unless 
the  party  would  be  “prejudiced”  by 
having  to  present  the  testimony  in 
writing.  It  is  hard  to  conceive  of 
circumstances  where  prejudice  of  this 
sort  could  result  to  the  party  sponsoring 
the  witness  in  a  rulemaking  concerning 
the  safety  or  effectiveness  of  pesticide 
chemicals  or  pesticide  residues. 

The  provisions  of  the  proposed  rule 
regarding  transcripts  (§  179.94), 
admission  of  evidence,  objections,  and 
offers  of  proof  (§  179.95),  conferences 
(§  179.97),  briefs  and  arguments 
(§  179.98),  and  interlocutory  appeals  are 
largely  derived  from  the  21  Cra  Part  12 
and  40  CFR  Part  164  provisions  and,  in 
EPA’s  opinion,  are  unlikely  to  be 
controversial. 

The  proposed  section  (§  179.105) 
regarding  the  initial  decision  of  the 
presiding  officer  after  evidence-taking 


has  concluded  is  noteworthy  only  in  that 
it  attempts  to  make  clear  that  a  decision 
could  (and  usually  would)  involve  both 
findings  of  fact,  which  must  be 
supported  by  substantial  evidence  that 
has  been  found  admissible,  and 
conclusions  of  law  and  policy,  which 
need  not  be  supported  by  "evidence.”  Of 
course,  conclusions  of  law  or  policy 
must  not  be  arbitrary  or  capricious,  must 
take  into  account  the  relevant  facts  and 
considerations,  including  the 
contentions  of  the  parties,  and  must  be 
explained.  EPA  also  has  added  a 
provision  that  requires  a  decision  to  be 
based  upon  "a  fair  evaluation  of  the 
entire  record,”  as  required  by  FFDCA 
section  409(f)(2).  FFDCA  section  409(g) 
also  specifies  that  standard  for  judicial 
review  purposes,  but  only  for  issues  of 
fact.  While  it  is  not  obvious  to  EPA  how 
the  section  409  standard  of  review 
differs  in  substance  from  the  section  408 
“substantial  evidence  when  considered 
on  the  record  as  a  whole”  standard,  the 
legislative  history  of  section  409 
contains  statements  indicating  that  the 
"fair  evaluation”  standard  was  designed 
to  afford  a  reviewing  court  a  somewhat 
broader  authority  to  reverse  agency 
findings  of  fact  than  does  the 
"substantial  evidence”  criterion.  To 
avoid  potential  controversy,  therefore, 
the  “fair  evaluation  of  the  record" 
standard  has  been  included  in  proposed 
§  179.105. 

The  initial  decision  would  become  the 
Agency's  final  decision  unless  a  timely 
exception  were  taken  or  unless  the 
Administrator  decided  sua  sponte  to 
undertake  review  of  the  initial  decision. 
This  is  the  practice  under  21  CFR  Part  12 
and  40  CFR  Part  164.  It  is  different  than 
the  scheme  set  forth  in  current  40  CFR 
Part  180,  which  makes  no  provision  for  a 
decision  or  recommended  decision  by 
the  presiding  officer  and  requires  the 
Administrator  to  issue  all  proposed  and 
final  decisions. 

Finally,  the  provisions  regarding 
review  of  the  initial  decision  by  the 
Administrator,  issuance  of  a  final 
decision,  judicial  review,  and  the 
administrative  record  for  review 
(§§  179.107  through  179.115, 179.125,  and 
179.130)  again  are  based  primarily  on 
what  the  Agency  believes  to  be 
uncontroversial  provisions  of  FDA's 
hearing  regulations  in  21  CFR  Part  12. 

V.  Proposed  Amendments  to  Current 
Tolerance  Regulations 

In  addition  to  proposing  to  add  to 
Title  40  three  new  Parts  (177, 178,  and 
179),  EPA  proposes  to  amend  Part  180. 
The  amendments  would  delete  from  Part 
180  current  §  §  180.13  through  180.28, 
which  concern  objections,  requests  for 
hearings,  and  hearings;  the  sections 


would  be  replaced  by  the  new  Parts  178 
and  179. 

Amendments  also  would  be  made  to 
§  180.7  and  to  §  180.29.  In  §  180.7, 
material  would  be  added  to  state  that 
the  Agency  could  respond  to  a  petition 
by  issuing  a  proposed  rule  under  FFDCA 
section  408(e),  to  state  that  a  final 
regulation  issued  in  response  to  a 
petition  could  establish,  modify,  or 
revoke  a  tolerance,  and  to  include  a 
provision  providing  necessary  linkage  to 
the  proposed  new  Part  178  regarding 
objections.  In  §  180.29,  material  again 
would  be  added  to  make  the  section 
apply  to  the  establishment,  modification, 
or  revocation  of  tolerances,  to  link  the 
provision  to  the  new  Part  178,  and  to 
correct  certain  technical  omissions 
regarding  the  comment  period  and  the 
finalization  of  proposed  regulations. 

Finally,  §  180.30,  regarding  judicial 
review,  would  be  rewritten.  Paragraph 

(a)  of  that  section  would  set  forth  the 
Agency’s  view  that  judicial  review  of  a 
regulation  issued  under  Part  180  cannot 
be  obtained  until  objections  have  been 
filed  under  Part  178  and  finally  acted 
upon  under  Part  178  or  179.  Paragraph 

(b)  would  state  that  a  denial  of  a  request 
to  the  Agency  for  the  initiation  of 
rulemaking  under  FFDCA  section  408(e) 
is  final  agency  action  for  which  no 
judicial  review  provision  is  made  under 
the  FFDCA,  but  which  may  be 
reviewable  under  some  other  statutory 
provision,  e.g.,  28  U.S.C  1331. 

EPA  expects  to  propose  a  number  of 
other  changes  to  Part  180  in  the  course 
of  its  second  phase  of  rulemaking,  which 
is  discussed  in  Unit  I  of  this  preamble. 
EPA  also  may  then  propose  to  integrate 
the  procedural  provisions  of  Part  180 
with  those  of  Part  177,  if  that  appears  to 
be  feasible. 

VI.  Regulatory  Review  Requirements 
A.  Executive  Order  12291 

Under  Executive  Order  12291,  EPA 
must  judge  whether  a  regulation  is 
“major”  and  must  submit  its  analysis 
supporting  its  findings  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review.  The  Agency  has  determined  that 
the  regulations  proposed  in  this 
document  are  not  “major”  regulations  as 
defined  by  EO.  12291. 

As  described  in  earlier  units  of  this 
preamble,  the  regulations  proposed  by 
this  document  are  largely  procedural  in 
nature  and  draw  heavily  htim  other 
procedural  regulations  in  closely  related 
areas  that  members  of  the  regulated 
community  can  be  expected  to  be 
familiar  with.  By  providing  procedural 
regulations  in  areas  where  none  now 
exist,  the  proposal  will  lessen  the 
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likelihood  of  costs  to  the  regulated 
community  caused  by  uncertainty  and 
the  potential  for  delays  in  handling 
petitions  and  objections. 

To  the  extent  that  the  regulations 
contain  substantive  provisions,  they 
largely  repeat  statutory  requirements  or 
propose  to  codify  requirements  that 
have  been  in  effect  for  many  years.  The 
one  exception  is  the  requirement  that  a 
petitioner  under  section  409  state  why 
the  petition  should  be  approved  and 
submit  a  releasable  summary  of  the 
petition.  A  summary  of  the  petition  will 
open  the  petition  process  to  the  public 
by  increasing  their  understanding  of  the 
issues  involved  and  providing  the  public 
an  opportunity  to  comment  on  these 
issues. 

This  proposed  rule  has  been  reviewed 
by  the  Office  of  Management  and 
Budget  (OMB)  under  section  3  of 
Executive  Order  12291. 

B.  Regulatory  Flexibility  Act 

This  proposed  regulatory  action  has 
been  reviewed  under  the  provisions  of 
section  3(a)  of  the  Regulatory  Flexibility 
Act  and  it  has  been  determined  that  it 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
businesses,  small  governments,  or  small 
organizations. 

As  this  proposed  regulatory  action  is 
intended  to  formalize  procedures  and 
criteria  specified  in  the  statute  itself,  it 
is  anticipated  that  little  or  no  economic 
impact  will  occur  on  any  small  entity. 
Accordingly,  I  certify  that  this 
proposed  regulatory  action  does  not 
require  a  separate  regulatory  analysis 
under  the  Regulatory  Flexibility  Act. 

C.  Paperwork  Reduction  Act 

The  information  collection 
requirements  related  to  current 
submissions  of  petitions  under  FFDCA 
section  409  have  been  approved  by 
OMB  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980,  44 
U.S.C.  3501  et  seq.,  and  have  been 
assigned  OMB  Control  No.  2070-0024. 
These  existing  information  collection 
requirements  would  be  reduced  by  this 
proposed  rule,  when  promulgated,  and 
have  been  submitted  to  OMB  under  the 
provisions  of  the  Paperwork  Reduction 
Act,  44  U.S.C.  3501  et.  seq.  Comments  on 
the  modifications  to  existing  information 
collection  requirements  should  be 
submitted  to  the  Office  of  Information 
and  Regulatory  Affairs,  Office  of 
Management  and  Budget,  Washington. 
DC  20503,  marked  Attention:  Desk 
Officer  for  EPA.  The  final  rule  will 
respond  to  any  OMB  or  public 
comments  on  the  information  collection 
requirements  contained  in  this  proposal. 


Reduction  in  public  reporting  burden 
for  this  collection  of  information  as  a 
result  of  this  amendment  is  expected  to 
average  approximately  14  hours  per 
response,  including  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 

Send  comments  regarding  the  burden 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
Chief,  Information  Policy  Branch,  PM- 
223,  U.S.  Environmental  Protection 
Agency,  401  M  St,.  SW.,  Washington.  DC 
20460;  and  to  the  Office  of  Information 
and  Regulatory  Affairs.  Office  of 
Management  and  Budget,  Washington. 
DC  20503,  marked  “Attention:  Desk 
Officer  for  EPA."  The  final  rule  will 
respond  to  any  OMB  or  public 
comments  on  the  information  collection 
requirements  contained  in  this  proposal. 

list  of  Subjects  in  40  CFR  Parts  177, 178, 
179,180 

Administrative  practice  and 
procedure.  Agricultural  commodities. 
Processed  foods.  Pesticides  and  pests, 
Objections,  Hearings,  Reporting  and 
recordkeeping  requirements. 

Dated:  October  7, 1988. 

Lee  M.  Thomas, 

Administrator. 

For  the  reasons  stated  in  the 
preamble,  it  is  proposed  to  amend 
Chapter  1  of  Title  40,  Code  of  Federal 
Regulations,  as  follows: 

1.  By  adding  a  new  Part  177,  to  read  as 
follows: 

PART  177— ISSUANCE  OF  FOOD 
ADDITIVE  REGULATIONS 

Subpart  A— General  Provisions 

177.1  Scope  and  applicability. 

177.3  Definitions. 

Subparts  B-D— [Reserved] 

Subpart  E— Procedures  for  Filing  Petitions 

177.81  Petition  for  establishment, 

modification,  or  revocation  of  a  food 
additive  regulation. 

177.84  Deficient  or  incomplete  petition. 
177.86  Acceptance  for  review. 

177.88  Publication  of  notice. 

177.92  Amendments  or  supplements  to 
petitions. 

177.W  Withdrawal  of  petitions. 

Subpart  F— Submission  of  Scientific  and 
Technical  Information 

177.102  Data  and  information  required  to 
support  petition  to  establish  a  food 
additive  regulation,  to  increase  a 
tolerance,  or  to  remove  a  condition  on 
use. 


Sec. 

177.105  Data  and  information  required  to 
support  petition  to  revoke  a  food  additive 
regulation,  to  decrease  a  tolerance,  or  to 
add  a  condition  on  use. 

177.110  Additional  data  requirements; 

waiver  of  requirements. 

177.116  Sample  of  food  additive. 

Subpart  G— Administrative  Actions 
177.125  Action  after  review. 

177.130  Issuance  of  proposed  rule  on 

Administrator's  initiative  or  in  response 
to  petition,  and  final  action  on  proposal. 
177.135  Effective  date  of  regulation. 

Subpart  H— Judicial  Review 
177.140  judicial  review. 

Authority:  21  U.S.C.  348,  371(a);  Reorg.  Plan 
No.  3  of  1970. 

Subpart  A— General  Provisions 
§  177.1  Scope  and  applicability. 

(a)  This  part  establishes  procedures 
for  the  establishment,  modification,  or 
revocation  by  the  Administrator  of  food 
additive  regulations  under  section  409  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (FFDCA),  21  U.S.C.  348.  for  food 
additives  the  use  of  which  may  result  in 
pesticide  residues  in  or  on  processed 
food  or  otherwise  affect  the 
characteristics  of  such  food. 

(b)  Part  176  of  this  chapter  contains 
procedures  for  filing  objections  and 
requests  for  hearings  under  FFDCA 
section  409(f)  on  food  additive 
regulations  or  petition  denials  issued 
under  this  part.  Part  179  of  this  chapter 
contains  niles  governing  formal 
evidentiary  hearings  under  FFDCA 
section  409(f). 

(c)  Regulations  establishing  tolerances 
(or  exemptions  from  the  need  for  a 
tolerance)  for  pesticide  residues  on  raw 
agricultural  commodities  under  FFDCA 
section  408  are  set  forth  in  Part  180  of 
this  chapter.  If  the  use  of  a  pesticide 
chemical  in  the  production,  storage,  or 
transportation  of  a  raw  agricultural 
commodity  (RAC)  in  conformity  with 
such  a  tolerance  or  exemption  results  in 
the  presence  of  a  pesticide  residue  in  or 
on  processed  food  made  from  the  RAC, 
FFDCA  section  402(a)(2)(C)  provides 
that  such  pesticide  residue  shall  not  be 
deemed  unsafe  for  the  purposes  of 
FFDCA  section  409  (despite  the  absence 
of  a  food  additive  regulation  regarding 
such  residue  on  the  processed  food)  if 
the  residue  in  or  on  the  RAC  has  been 
removed  to  the  extent  possible  in  good 
manufacturing  practice  and  the 
concentration  of  such  residue  in  the 
processed  food  when  ready  to  eat  is  not 
greater  than  the  tolerance  prescribed  for 
the  RAC.  However,  a  food  additive 
regulation  would  be  required  if  the  level 
of  the  pesticide  residue  in  the  processed 
food  when  ready  to  eat  exceeded  the 
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level  permitted  in  the  “parent"  RAC  by 
the  tolerance  established  under  FFDCA 
section  408.  In  addition,  if  a  pesticide 
residue  in  or  on  a  processed  food  results 
from  the  application  of  a  pesticide 
during  or  after  processing,  the  food 
would  be  unsafe  within  the  meaning  of 
FFDCA  section  409  unless  a  food 
additive  regulation  permitted  that 
residue  in  or  on  the  processed  food. 

§177.3  Definitions 

For  the  purposes  of  this  part: 
"Administrator”  means  the 
Administrator  of  the  Agency,  or  an 
officer  or  employee  of  the  Agency  to 
whom  the  Administrator  has  delegated 
the  authority  to  perform  functions  under 
this  part. 

“Agency"  means  the  United  States 
Environmental  Protection  Agency. 

“FFDCA"  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  as  amended,  21 
U.S.C.  301-392. 

“FIFRA”  means  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act.  7  U.S.C.  136-136y. 

“Food  additive"  means  any  substance 
the  intended  use  of  which  results  or  may 
reasonably  be  expected  to  result, 
directly  or  indirectly,  in  its  becoming  a 
component  of  or  otherwise  affecting  the 
characteristics  of  any  food  (including 
aiiy  such  substance  intended  for  use  in 
producing,  manufacturing,  packing, 
processing,  preparing,  treating, 
packaging,  transporting,  or  holding 
food),  except  that  such  term  does  not 
include: 

(1)  A  pesticide  chemical  in  or  on  raw 
agricultural  commodity. 

(2)  A  pesticide  chemical  to  the  extent 
that  it  is  intended  for  use  or  is  used  in 
the  production,  storage,  or 
transportation  of  any  raw  agricultural 
commodity. 

(3)  A  color  additive. 

(4)  Any  substance  used  in  accordance 
with  a  sanction  or  approval  granted 
prior  to  September  6, 1958,  pursuant  to 
the  FFDCA,  the  Poultry  Products 
Inspection  Act,  or  the  Federal  Meat 
Inspection  Act. 

(5)  A  new  animal  drug. 

(6)  A  substance  that  is  generally 
recognized,  among  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  its  safety,  as  having  been 
adequately  shown  through  scientific 
procedures  (or,  in  the  case  of  a 
substance  used  in  food  prior  to  January 
1, 1958,  through  either  scientific 
procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under 
the  conditions'  of  its  intended  use. 

“Food  additive  regulation”  means  a 
regulation  issued  pursuant  to  FFDCA 
section  409  that  states  the  conditions 
under  which  a  food  additive  may  be 


safely  used.  A  food  additive  regulation 
under  this  part  ordinarily  establishes  a 
tolerance  for  pesticide  residues  in  or  on 
a  particular  processed  food  or  a  group  of 
such  foods.  It  may  also  specify:  The 
particular  food  or  classes  of  food  in  or 
on  which  a  food  additive  may  be  used; 
the  maximum  quantity  of  the  food 
additive  which  may  be  used  in  or  on 
such  food:  the  manner  in  which  the  food 
additive  may  be  added  to  or  used  in  or 
on  such  food:  or  directions  or  other 
labeling  or  packaging  requirements  for 
the  food  additive. 

“Pesticide  rfiemical"  means  any 
substance  which  alone,  or  in  chemical 
combination  with  or  in  formulation  with 
one  or  more  other  substances,  is  a 
“pesticide"  within  the  meaning  of  FIFRA 
and  which  is  used  in  the  production, 
storage,  or  transportation  of  any  raw 
agricultural  commodity.  The  term 
includes  any  substance  that  is  an  active 
ingredient,  intentionally-added  inert 
ingredient,  or  impurity  of  such  a 
“pesticide." 

‘Testicide  residue”  means  a  residue  of 
a  pesticide  chemical  or  of  any 
metabolite  or  degradation  pr^uct  of  a 
pesticide  chemical. 

‘Tolerance”  means: 

(1)  The  amount  of  a  pesticide  residue 
that  legally  may  be  present  in  or  on  a 
processed  food  under  the  terms  of  a 
food  additive  regulation.  Tolerances  are 
usually  expressed  in  terms  of  parts  of 
the  pesticide  residue  per  million  parts  of 
the  processed  food  (ppm),  by  weight 

(2)  [Reserved] 

Subparts  B-D— [ReservecQ 

Subpart  E— Procedures  for  FHing 
Petitions 

§  177.S1  Petition  for  eetabtishment, 
modification,  or  revocation  of  a  food 
additive  regulation. 

(a)  Who  may  submit  a  petition.  Any 
person  may  submit  a  petition  requesting 
the  Agency  to  issue  a  regulation  to 
establish,  modify,  or  revoke  a  food 
additive  regulation. 

(b)  Where  to  submit  petition.  A 
petition  shall  be  submitted  to: 

Registration  Division  (TS-767C).  Office  of 

Pesticide  Programs,  U.S.  Environmental 

Protection  Agency,  Washington,  DC  20460. 

(c)  Identification  of  petitioner.  A 
petition  must  be  signed  by  the  petitioner 
or  the  petitioner’s  authorized 
representative,  and  state  the  petitioner’s 
mailing  address  and  telephone  number. 

(d)  Material  to  be  in  English  language. 
The  petition  shall  be  written  in  the 
English  language.  If  any  part  of  the 
accompanying  material  is  written  in  a 
language  other  than  English,  it  shall  be 


accompanied  by  an  accurate  and 
complete  English  translation. 

(e)  Format  for  data  submission.  Data 
and  information  submitted  in  support  of 
a  petition  shall  be  on  separate  sheets  or 
sets  of  sheets,  suitably  identified.  If  an 
item  of  data  has  already  been  submitted 
to  the  Agency,  the  petitioner  may  cite  it 
rather  than  submitting  it.  The  data  shall 
be  submitted  in  the  manner  specified  by 
§158.32  of  this  chapter.  Any  claim  of 
entitlement  to  confidential  treatment  of 
data  shall  be  made  in  accordance  with 
§  158.33  of  this  chapter. 

§  177.84  Deficient  or  incomplete  petition. 

(a)  After  a  preliminary  review  of  the 
petition,  the  Administrator  may  notify 
the  petitioner  that  the  Agency  has  found 
the  petition  to  be  incomplete  or 
deficient,  le.,  that  it  does  not  comply 
with  the  requirements  of  §  177.102  or 

§  177.105,  and  that  it  will  not  be 
accepted  for  detailed  review, 

(b)  A  petitioner  who  receives  a  notice 
under  paragraph  (a)  of  this  section  may 
supplement  the  petition,  in  which  case 
the  Agency  shall  conduct  a  further 
preliminary  review  of  the  petition  as 
supplemented  and  take  action  under 
paragraph  (a)  of  this  section  or  under 

§  177m. 

§  177.86  Acceptance  for  review. 

Unless  the  Administrator  notifies  the 
petitioner  under  §  177.84  that  the 
petitioner  is  incomplete  or  deficient,  the 
Administrator  shall  accept  the  petition 
for  detailed  review. 

§  177.88  Publication  of  notice. 

Within  30  days  of  acceptance  of  a 
petition  for  detailed  review,  the 
Administrator  shall  publish  in  the 
Federal  Register  a  notice  which  includes 
the  name  of  the  petitioner  and  the 
summary  submitted  in  accordance  with 
§  177.102(i). 

§  177.92  Amendments  or  supplements  to 
petitions. 

After  a  notice  of  a  petition  has  been 
published,  the  petitioner  may  submit 
additional  information  or  data  in 
support  of  the  petition,  or  may  amend 
the  petition.  Any  such  submission  or 
amendment  shall  be  accompanied  by  an 
informative  summary  of  its  contents  that 
may  be  published  in  the  Federal 
Register.  The  Administrator  shall 
publish  a  notice  in  the  Federal  Register 
to  supplement  the  notice  published 
under  §  177.88  if: 

(a)  The  petitioner  seeks  to  amend  the 
petition  by  increasing  a  requested 
tolerance,  by  identifying  any  additional 
food  additive  or  additional  pesticide 
residues  to  which  the  requested  food 
additive  regulations  would  apply,  by 
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identifying  any  additional  processed 
food  to  which  the  requested  food 
additive  regulations  would  apply,  or  by 
changing  the  method  for  detecting  or 
measuring  pesticide  residues  to  be  used 
for  enforcement  purposes. 

(b)  The  Administrator  finds  that 
publication  of  such  a  notice  otherwise 
would  be  in  the  public  interest. 

§  177.98  Withdrawal  of  petitions. 

A  petitioner  may  withdraw  a  petition. 
The  Agency  may  retain  a  copy  of  a 
withdrawn  petition  and  any  supporting 
date  and  information. 

Subpart  F— Submissions  of  Scientific 
and  Technicai  Information 

§  177.102  Data  and  information  required 
to  support  petition  to  establish  a  fo^ 
additive  regulation,  to  increase  a  tolerance, 
or  to  remove  a  condition  on  use. 

A  petition  to  establish  a  food  additive 
regulation,  or  to  modify  a  food  additive 
regulation  by  increasing  a  tolerance  for 
a  pesticide  residue  in  or  on  a  processed 
food  or  by  removing  any  other  condition 
of  use  of  a  food  additive,  shall  include 
the  following  data  and  information. 

(a) (1)  The  name  and  composition  of 
the  food  additive  that  is  a  subject  of  the 
petition,  and  the  chemical  composition 
of  each  component  of  the  food  additive: 

(2)  The  name,  chemical  identity,  and 
composition  of  each  pesticide  residue 
that  is  a  subject  of  the  petition;  and 

(3)  The  identity  of  the  processed 
food(s)  in  question. 

(b)  A  statement  of  any  conditions  of 
use  proposed  for  the  food  additive, 
including  all  directions, 
recommendations,  and  suggestions 
proposed  regarding  the  use  of  the  food 
additive,  i.e.,  the  amount,  frequency, 
method,  and  time  of  application  or  other 
use,  and  a  copy  of  its  proposed  labeling. 

(c)  Full  reports  of  investigations  made 
with  respect  to  the  toxicity  of  the  food 
additive  and  of  its  safety  for  the 
proposed  rule,  including  full  information 
as  to  the  methods  and  controls  used  in 
conducting  such  investigations. 

(d)  The  results  of  tests  to  determine 
the  identity  and  amount  of  pesticide 
residues  in  or  on  the  processed  food 
resulting  from  the  proposed  use  of  the 
food  additive,  including  a  description  of 
the  analytical  methods  used,  and  a 
description  of  practicable  methods  for 
measuring  such  pesticide  residues. 

(e)  Full  reports  of  investigations  made 
with  respect  to  the  toxicity  of  such 
pesticide  residues,  including  full 
information  as  to  the  methods  and 
controls  used  in  conducting  such 
investigations. 

(f)  All  relevant  data  bearing  on  the 
physical  or  other  technical  effect  such 
food  additive  is  intended  to  produce. 


and  the  quantity  of  such  food  additive 
required  to  produce  such  effect. 

(g)  The  terms  of  each  food  additive 
regulation  proposed. 

(h)  A  statement  of  why,  in  the 
petitioner’s  opinion,  it  would  be 
reasonable  for  the  Administrator  to 
approve  the  petition,  taking  into  account 
the  terms  of  the  FFDCA  and  FIFRA,  this 
part,  the  petition,  the  data  and 
information  submitted  or  cited  in 
support  of  the  petition,  other  information 
available  to  the  Agency,  and  any 
information  or  argument  reasonably 
likely  to  be  advanced  in  opposition  to 
approval  of  the  petition. 

(i)  An  informative  summary  of  the 
petition  and  of  the  data,  information, 
and  arguments  submitted  or  cited  in 
support  of  the  petition,  and  a  statement 
that  the  petitioner  agrees  that  such 
summary  or  any  information  it  contains 
may  be  published  as  a  part  of  the  notice 
to  to  furnished  to  the  public  under 

§  177.88  or  as  part  of  a  proposal  under 
§  177.130.  The  summary  need  not  refer 
to  any  method  or  process  that  is  entitled 
to  protection  as  a  trade  secret  under 
FFDCA  section  301(j). 

§  177.105  Data  and  information  required 
to  support  petition  to  revoke  a  food 
additive  regulation,  to  decrease  a 
tolerance,  or  to  add  a  condition  on  use. 

A  petition  to  revoke  a  food  additive 
regulation,  or  to  modify  such  a 
regulation  by  decreasing  a  tolerance  for 
a  pesticide  residue  in  or  on  a  processed 
food  or  by  adding  a  condition  on  the  use 
of  a  food  additive,  shall  include: 

(a)  The  data  information  required  by 
§  177,102(a),  (b),  (g),  (h),  and  (i). 

(b)  Such  data  and  information  of  the 
types  described  in  §  177,102(c),  (d),  (e), 
and  (f)  as  the  petitioner  chooses  to 
submit. 

(c)  Information  showing  what 
changes,  if  any,  petitioner  believes 
would  have  to  be  made  in  associated 
registrations  of  pesticides  under  FIFRA 
or  in  associated  tolerance  regulations 
issued  under  FFDCA  section  408  if  the 
petition  were  granted. 

§  177.1 10  Additional  data  requirements; 
waiver  of  requirements. 

(a)  The  Administrator  may  require  a 
petitioner  to  submit  data  or  information 
other  than  that  described  by  this  part  if 
the  Administrator  finds  such  data  or 
information  to  be  necessary  for  the 
evaluation  of  the  petition. 

(b)  The  Administrator  may  waive  a 
requirement  imposed  by  this  part  for  the 
submission  of  data  or  information  if  the 
Administrator  Hnds  such  data  or 
information  to  be  unnecessary  for  the 
evaluation  of  the  petition. 
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§  177.1 16  Sample  of  food  additive. 

The  Agency  may  require  the  petitioner 
to  submit  a  sample  of  the  food  additive 
or  pesticide  residue  that  is  a  subject  of 
the  petition.  The  Agency  shall  specify  in 
such  request  the  quantity  which  it 
requires. 

Subpart  G— Administrative  Actions 

§  177.125  Action  after  review. 

(a)  After  a  petition  has  been  accepted 
for  detailed  review,  the  Administrator 
shall  review  the  petition,  the 
accompanying  data  and  information, 
and  other  pertinent  data  or  information 
available  to  the  Administrator. 

(b)  Upon  completion  of  such  review, 
the  Administrator  shall  determine,  in 
accordance  with  the  Act,  whether  to 
issue  an  order  that  establishes,  modifies, 
or  revokes  a  food  additive  regulation 
(whether  or  not  in  accord  with  the 
action  proposed  by  the  petitioner), 
whether  to  issue  an  order  denying  the 
petition,  or  whether  to  publish  a 
proposed  food  additive  regulation  and 
request  public  comment  thereon  under 

§  177.130. 

(c)  The  Administrator  shall  publish  in 
the  Federal  Register  such  order  or 
proposed  regulation.  An  order  published 
under  this  section  shall  describe  briefly 
how  to  submit  objections  and  requests 
for  a  hearing  under  Part  178  of  this 
chapter. 

§  177.130  Issuance  of  proposed  rule  on 
Administrator’s  initiative  or  in  response  to 
petition,  and  final  action  on  proposal. 

(a)  The  Administrator  may  publish  in 
the  Federal  Register  a  proposal  to 
establish  a  food  additive  regulation  or  to 
modify  or  revoke  an  existing  food 
additive  regulation,  on  his  own  initiative 
or  in  response  to  a  petition. 

(b)  The  Administrator  shall  provide  a 
period  of  not  less  than  30  days  for 
persons  to  comment  on  the  proposed 
regulation. 

(c)  After  reviewing  any  timely 
comments  made,  the  Administrator  may 
by  order  establish,  modify,  or  revoke  a 
food  additive  regulation,  or  may  by 
order  decide  that  no  bnal  action  on  the 
proposal  is  warranted.  Each  such  order 
and  each  such  regulation  shall  be 
published  in  the  Federal  Register.  An 
order  published  under  this  section  shall 
state  that  objections  and  requests  for  a 
hearing  may  be  Hied  as  prescribed  by 
Part  178  of  this  chapter. 

§  177.135  Effective  date  of  regulation. 

Any  final  regulation  issued  under 
§  177.125  or  §  177.130  shall  be  effective 
on  the  date  of  publication  in  the  Federal 
Register.  The  Administrator,  in  his  or 
her  sole  discretion,  may  stay  the 
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effective  date  of  the  regulation  if  an 
adversely  affected  person  files  an 
objection  under  Part  178  of  this  chapter. 

Subpart  H^Judicial  Review 

§  177.140  Judicial  review. 

The  FFDCA  does  not  provide  for 
judicial  review  of  an  order  or  regulation 
issued  under  this  part  or  of  a  denial  of  a 
petition  under  this  part.  However,  if  an 
objection  to  such  action  is  submitted  to 
the  Administrator  in  the  manner 
prescribed  by  Part  178  of  this  chapter, 
judicial  review  may  be  obtained  of  the 
Administrator’s  action  on  the  objection. 
(See  FFDCA  sections  409  (f)  and  (g).) 

2.  By  adding  new  Part  178  to  read  as 
follows; 

PART  178— OBJECTIONS  AND 
REQUESTS  FOR  HEARING 

Subpart  A— General  Provisions 

Sec. 

178.3  Definitions. 

Subpart  B— Procedures  for  Filing 
Objections  and  Requests  for  Hearing 

178.20  Right  to  submit  objections  and 
requests  for  hearing. 

178.25  Form  and  manner  of  submission  of 
objections. 

178.27  Form  and  manner  of  submission  of 
request  for  evidentiary  hearing. 

178.30  Response  by  Administrator  to 
objections  and  to  requests  for  hearing. 
178.32  Rulings  on  requests  for  hearings. 
178.35  Modification  or  revocation  of 
regulation. 

178.37  Order  responding  to  objections  on 
which  a  hearing  was  not  requested  or 
was  denied. 

Subpart  C— {Reserved] 

Subpart  D — Judicial  Review 

178.65  judicial  review. 

178.70  Administrative  record. 

Authority:  21  U.S.C.  346a,  348,  371(a): 

Reorg.  Plan  No.  3  of  1970. 

Subpart  A— General  Provisions 

§  178.3  Definitions. 

For  the  purposes  of  this  part: 
“Administrator”  means  the 
Administrator  of  the  Agency,  or  any 
officer  or  employee  of  the  Agency  to 
whom  the  Administrator  delegates  the 
authority  to  perform  functions  under  this 
part. 

“Agency"  means  the  United  States 
Environmental  Protection  Agency. 

“Assistant  Administrator”  means  the 
Agency’s  Assistant  Administrator  for 
Pesticides  and  Toxic  Substances,  or  any 
officer  or  employee  of  the  Agency’s 
Office  of  Pesticides  and  Toxic 
Substances  to  whom  the  Assistant 
Administrator  delegates  the  authority  to 
perform  functions  under  this  part. 


“FFDCA”  means  the  Federal  Food, 

Drug,  and  Cosmetic  Act,  as  amended,  21 
U.S.C,  301-392.  ‘ 

Subpart  B— Procedures  for  Filing 
Objections  and  Requests  for  Hearing 

§  178.20  Right  to  submit  objections  and 
requests  for  hearing. 

(a)  On  or  before  the  30th  day  after  the 
date  of  publication  of  an  order  under 
Part  177  or  Part  180  of  this  chapter 
establishing,  modifying,  or  revoking  a 
regulation  or  an  order  under  Part  177  of 
this  chapter  denying  all  or  any  portion 
of  a  petition,  a  person  may  submit  one 
or  more  written  objections  to  the  order 
(or  to  the  action  that  is  the  subject  of  the 
order).  Section  178.25  describes  how  to 
submit  an  objection. 

(b)  A  person  may  include  with  any 
such  objection  a  written  request  for  an 
evidentiary  hearing  on  such  objection. 
Section  178.27  describes  how  to  submit 
a  request  for  a  hearing. 

(c)  A  person  who  submits  objections 
need  not  request  a  hearing.  For  instance, 
if  the  person’s  objections  are  of  a  purely 
legal  or  policy  nature,  a  hearing  request 
would  be  inappropriate;  the  purpose  of 
an  evidentiary  hearing  is  to  resolve 
factual  disputes.  The  Administrator  will 
rule  on  the  objections  whether  or  not  a 
hearing  is  requested. 

(d)  As  a  matter  of  discretion,  the 
Administrator  may  order  a  hearing  on 
an  objection  even  though  no  person  has 
requested  a  hearing. 

§  178.25  Form  and  manner  of  submission 
of  objections. 

(a)  To  be  considered  by  the 
Administrator,  an  objection  must: 

(1)  Be  in  writing. 

(2)  Specify  with  particularity  the 
provision(s)  of  the  order,  regulation,  or 
denial  objected  to,  the  basis  for  the 
objection(s),  and  the  relief  sought. 

(3)  Be  signed  by  the  objector. 

(4)  State  the  objector’s  name  and 
mailing  address. 

(5)  Be  accompanied  by  the  fee 
prescribed  by  §  180.33(i)  of  this  chapter, 
if  the  objection  is  to  an  order  or 
regulation  issued  under  Part  180  of  this 
chapter. 

(6)  Be  submitted  to  the  hearing  clerk. 

(7)  Be  received  by  the  hearing  clerk 
not  later  than  the  close  of  business  of 
the  30th  day  following  the  date  of  the 
publication  in  the  Federal  Register  of  the 
order  to  which  the  objection  is  taken  (or, 
if  such  30th  day  is  a  Saturday.  Sunday, 
or  Federal  holiday,  not  later  than  the 
close  of  business  of  the  next  government 
business  day  after  such  30th  day). 

(b)  Submissions  to  the  hearing  clerk 
shall  be  made  as  follows: 


(1)  Mailed  submissions  should  be 
addressed  to: 

Office  of  the  Hearing  Clerk  (A-110). 

U.S.  Environmental  Protection  Agency. 

401  M  Street,  SW.. 

Washington,  DC  20460. 

(2)  For  personal  delivery,  the  Office  of 
the  Hearing  Clerk  is  located  at: 

Room  M3708, 

Waterside  Mall, 

401  M  Street,  SW., 

Washington.  DC. 

§  178.27  Form  and  manner  of  submission 
of  request  for  evidentiary  hearing. 

(a)  To  be  considered  by  the 
Administrator,  a  request  for  an 
evidentiary  hearing  must: 

(1)  Be  submitted  as  a  part  of,  and 
specifically  request  an  evidentiary 
hearing  on,  an  objection  that  complies 
with  the  requirements  of  §  178.25. 

(2)  Include  a  statement  of  the  federal 
issue(s)  on  which  a  hearing  is  requested 
and  the  requestor’s  contentions  on  each 
such  issue. 

(3)  Include  a  copy  of  any  report, 
article,  survey,  or  other  written 
document  (or  the  pertinent  pages 
thereof)  upon  which  the  objector  relies 
to  justify  an  evidentiary  hearing,  unless 
the  document  is  an  EPA  document  that 
is  routinely  available  to  any  member  of 
the  public. 

(4)  Include  a  summary  of  any 
evidence  not  described  in  paragraph 
(a)(3)  of  this  section  upon  which  the 
objector  relies  to  justify  an  evidentiary 
hearing. 

(5)  Include  a  discussion  of  the 
relationship  between  the  factual  issues 
and  the  relief  requested  by  the 
objection. 

(b)  The  criteria  that  must  be  met  to 
justify  an  evidentiary  hearing  on  an 
objection  are  set  forth  in  §  178.32. 

§  178.30  Response  by  Administrator  to 
objections  and  to  requests  for  hearing. 

The  Administrator  will  respond  to 
objections,  and  to  requests  for  a  hearing 
on  such  objections,  as  set  forth  in  this 
section. 

(a)  Denial  of  objections  that  are 
improperly  submitted  or  that  seek  an 
unavailable  form  of  relief.  The 
Administrator  will  by  order  issued 
under  §  178.37  deny  each  objection  and 
each  request  for  a  hearing  that  is 
included  with  such  an  objection,  if: 

(1)  The  objection  is  found  not  to 
conform  to  §  178.25. 

(2)  The  action  requested  by  the 
objection  is  inconsistent  with  any 
provision  of  FFDCA. 

(3)  The  action  requested  by  the 
objection  is  inconsistent  with  any 
generic,  e.g.  non-chemical  specific. 
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interpretation  of  a  provision  of  FFDCA 
in  any  regulation  iri  this  chapter  (the 
proper  procedure  in  such  a  case  is  for 
the  person  to  petition  for  an  amendment 
of  the  regulation  involved). 

(b)  Denial  of  improperly  submitted 
requests  forbearing.  The  Administrator 
will  then  determine  whether  any 
objection  that  has  not  been  denied 
under  paragraph  (a)  of  this  section  was 
accompanied  by  a  request  for  an 
evidentiary  hearing  that  conforms  to 

§  178.27.  The  Administrator  will  deny 
under  §  178.37  each  request  that  does 
not  conform  to  §  178.27. 

(c)  Grouping  of  oertain  related 
objections.  If  the  Administrator  then 
finds: 

(1)  That  two  or  more  undenied 
objections  are  substantially  similar,  or 
are  related  in  such  a  way  that  any 
judicial  review  of  the  Administrator’s 
action  on  those  objections  should  occur 
at  the  same  time,  and 

(2)  That  one  or  more  of  those 
objections  was  accompanied  by  an 
undenied  request  for  an  evidentiary 
hearing  on  that  objection,  the 
Administrator  will  treat  those  objections 
as  a  group  aiul  will  rule  on  them  only 
after  ruling  under  $  178.32  on  the 
associated  request  for  hearing. 

(d)  Rulings  on  objections  for  which  a 
request  for  hearing  has  been  granted.  If 
the  Administrator  rules  imder  §  178.32 
that  an  evidentiary  hearing  should  be 
held  on  an  objection,  the  Administrator 
will  rule  on  the  objection  (and  on  any 
other  objection  grouped  with  it  under 
paragraph  (c)  of  this  section)  under 

§  §  179.105  through  179.112  of  this 
chapter  after  an  evidentiary  hearing  has 
been  held. 

(e)  Rulings  on  objections  for  which  no 
request  for  hearing  was  received,  or  for 
which  each  request  for  hearing  was  . 
denied.  Except  as  provided  in 
paragraphs  (c)  and  (d)  of  this  section,  if 
no  hearing  was  requested  on  an 
objection,  or  if  each  such  request  that 
was  made  must  be  denied  under  the 
criteria  of  paragraph  (a)  or  (b)  of  this 
section  or  §  178.32(b),  the  Administrator 
will  rule  on  the  objection  under  §  178.37. 

§  178.32  Ruflngs  on  requests  for  hearing. 

(a)  In  the  case  of  each  request  for  an 
evidentiary  hearing  that  was  not  denied 
under  §  178.30  (a)  or  (b),  the 
Administrator  will  determine  whether 
such  a  hearing  on  one  or  more  of  the 
objections  is  justified,  and  will  publish 
the  determination  in  an  order  issued 
under  §  178.37  or  a  notice  of  hearing 
issued  under  §  179.20.  If  some  requests 
for  a  hearing  are  denied  and  others 
pertaining  to  the  same  order  or 
regulation  are  granted,  the  denial  order 
and  the  hearing  notice  shall  be  issued  at 


the  same  time  and  may  be  combined 
into  a  single  document. 

(b)  A  request  for  an  evidentiary 
hearing  will  be  granted  if  the 
Administrator  determines  that  the 
material  submitted  shows  the  following: 

(1)  There  is  a  genuine  and  substantial 
issue  of  fact  for  resolution  at  a  hearing. 
An  evidentiary  hearing  will  not  be 
granted  on  issues  of  policy  or  law. 

(2)  There  is  a  reasonable  possibility 
that  available  evidence  identiHed  by  the 
requestor  would,  if  established,  resolve 
one  or  more  of  such  issues  in  favor  of 
the  requestor,  taking  into  account 
uncontested  evidence  to  the  contrary. 

An  evidentiary  hearing  will  not  be 
granted  on  the  basis  of  mere  allegations, 
denials,  or  general  descriptions  of 
positions  and  contentions,  nor  if  the 
Administrator  concludes  that  the  data 
and  information  submitted,  even  if 
accurate,  would  be  insufficient  to  justify 
the  factual  determination  urged. 

(3)  Resolution  of  the  factual  issue(s)  in 
the  manner  sought  by  the  person 
requesting  the  hearing  would  be 
adequate  to  justify  the  action  requested. 
An  evidentiary  hearing  will  not  be 
granted  on  factual  issues  that  are  not 
determinative  with  respect  to  the  action 
requested.  For  example,  a  hearing  will 
not  be  granted  if  the  Administrator 
concludes  that  the  action  would  be  the 
same  even  if  the  factual  issue  were 
resolved  in  the  manner  sought. 

(4)  Where  appropriate,  the 
Administrator  will  make  preliminary 
rulings  on  any  issues  raised  by  an 
objection  which  are  necessary  for 
resolution  prior  to  determining  whether 
a  request  for  an  evidentiary  hearing 
should  be  granted. 

§  178.35  Modification  or  revocation  or 
regulation. 

(a)  If  the  Administrator  determines 
upon  review  of  an  objection  or  request 
for  hearing  that  the  regulation  in 
question  ^ould  be  m^ified  or  revoked, 
the  Administrator  will  by  order  publish 
appropriate  rulemaking  documents  in 
the  Federal  Register. 

(b)  Objections  to  the  modification  or 
revocation  of  die  regulation,  and 
requests  for  a  hearing  on  such 
objections,  may  be  submitted  under 

§  §  17a20  through  17^27. 

(c)  Objections  and  requests  for 
hearing  that  are  not  affected  by  the 
modification  or  revocation  will  remain 
on  file  and  be  acted  upon  in  accordance 
with  this  part. 

§  178.37  Order  responding  to  objections 
on  which  a  hearing  was  not  requested  or 
was  denied. 

(a)  The  Administrator  will  publish  in 
the  Federal  Register  an  order  under 


FFDCA  section  408(d)(5)  or  409(f)(1) 
setting  forth  the  Administrator’s 
determination  on  each  denial  of  a 
request  for  a  hearing,  and  on  each 
objection  submitted  under  §  178.20  on 
which: 

(1)  A  hearing  was  not  requested. 

(2)  A  hearing  was  requested,  but 
denied. 

(b)  Each  order  published  under 
paragraph  (aj  of  diis  section  must  state 
the  reasons  for  the  Administrator’s 
determination.  If  the  order  denies  a 
request  for  a  hearing  on  the  objection, 
the  order  must  state  the  reason  for  that 
denial  (e.g.,  why  the  request  for  a 
hearing  did  not  conform  to  §  178.27,  or 
why  the  request  was  denied  under 

§  178.32). 

(c)  Each  order  published  under 
paragraph  (a)  of  this  section  must  state 
its  effective  date,  which  must  not  be 
earlier  than  the  90th  day  after  the  order 
is  published  unless  the  order  contains 
the  Administrator’s  Hndings  as  to  the 
existence  of  emergency  conditions  that 
necessitate  an  earlier  effective  date. 

Subpart  C — [Reserved] 

Subpart  D — Judicial  Review 

§  178.65  Judicial  review. 

An  (Mtler  issued  tinder  §  178.37  is  final 
agency  action  reviewable  in  the  courts 
as  provided  by  FFDCA  sections  408(i)  or 
409(g)(1),  as  of  the  date  of  entry  of  the 
order,  which  shall  be  determined  in 
accordance  with  §§  23.10  and  23.11  of 
this  chapter.  The  failure  to  file  a  pietition 
for  judicial  review  within  the  period 
ending  on  the  60th  day  after  the  date  of 
the  entry  of  the  order  constitutes  a 
waiver  under  FFDCA  section  408(i)  or 
409(g)(1)  of  the  right  to  judicial  review  of 
the  or^r  and  of  any  regulation 
promulgated  by  the  order. 

§  178.70  Administrative  record. 

(a)  For  purposes  of  judicial  review,  the 
record  of  an  administrative  proceeding 
that  culminates  in  an  order  under 
§  178.37  consists  of: 

(1)  The  objection  ruled  on  (and  any 
request  for  hearing  that  was  included 
with  the  objection). 

(2)  Any  order  issued  under  §  177.125 
of  this  chapter  to  which  the  objection 
related,  and: 

(i)  Any  regulation  or  petition  denial 
that  was  the  subject  of  that  order. 

(ii)  The  petition  to  which  such  order 
responded. 

(iii)  Any  amendment  or  supplement  of 
the  petition. 

(iv)  I'he  data  and  information 
submitted  in  support  of  the  petition. 

(v)  The  notice  of  filing  of  the  petition. 
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(3)  Any  order  issued  under  §  177.130 
of  this  chapter  to  which  the  objection 
related,  the  regulation  that  was  the 
subject  of  that  order,  and  each  related 
notice  of  proposed  rulemaking. 

(4)  Any  order  issued  under  §  180.7(g) 
of  this  chapter  to  which  the  objection 
related,  and: 

(i)  Any  final  regulation  or  petition 
denial  that  was  the  subject  of  that  order. 

(ii)  The  petition  to  which  such  order 
responded. 

(iii)  Any  amendment  or  supplement  of 
the  petition. 

(iv)  The  data  and  information 
submitted  in  support  of  the  petition. 

(v)  The  notice  of  filing  of  the  petition. 

(5)  Any  order  issued  under  §  180.29(f) 
of  this  chapter  to  which  the  objection 
related,  the  final  regulation  that  was  the 
subject  of  that  order,  and  each  related 
notice  of  proposed  rulemaking. 

(6)  Any  comments  submitted  by 
members  of  the  public  in  response  to  the 
notice  of  filing  or  notice  of  proposed 
rulemaking,  and  any  data  or  information 
submitted  as  part  of  the  comments. 

(7)  All  other  documents  or  information 
submitted  to  the  docket  for  the 
rulemaking  in  question. 

(8)  The  order  issued  under  §  178.37. 

(b)  The  record  will  be  closed  as  of  the 

date  of  the  Administrator’s  decision 
unless  another  date  for  closing  of  the 
record  is  specified  in  the  order  issued 
under  §  178.37. 

3.  By  adding  new  Part  179  to  read  as 
follows: 

PART  179— FORMAL  EVIDENTIARY 
PimUC  HEARING 

Subpart  A— General  Provisions 

Sec. 

179.3  Definitions. 

179.5  Other  authority. 

Subpart  B— Initiation  of  Hearing 

179.20  Notice  of  hearing. 

179.24  Ex  parte  discussions;  separation  of 
functions. 

Subpart  C— Participation  and  Appearance; 
Conduct 

179.42  Notice  of  participation. 

179.45  Appearance. 

179.50  Conduct  at  oral  hearings  or 
conferences. 

Subpart  D — Presiding  Officer 

179.60  Designation  and  qualifications  of 
presiding  officer. 

179.70  Authority  of  presiding  officer. 

179.75  Disqualification  of  deciding  officials. 
179.78  Dncvailability  of  presiding  officer. 

Subpart  E— Hearing  Procedures 

179.80  Piling  and  service. 

179.81  Availability  of  documents. 

179.83  Disclosure  of  data  and  information. 

179.85  Purpose  of  preliminary  conference. 


Sec. 

179.86  Time  and  place  of  preliminary 
conference. 

179.87  Procedures  for  preliminary 
conference. 

179.89  Motions. 

179.90  Summary  decisions. 

179.91  Burden  of  going  forward;  burden  of 
persuasion. 

179.93  Testimony. 

179.94  Transcripts. 

179.95  Admission  or  exclusion  of  evidence; 
objections;  offers  of  proof. 

179.97  Conferences  during  hearing. 

179.98  Briefs  and  arguments. 

Subpart  F— Decisions  and  Appeals 

179.101  Interlocutory  appeal  from  ruling  of 
presiding  officer. 

179.105  Initial  decision. 

179.107  Appeal  from  or  review  of  initial 
decision. 

179.110  Determination  by  Administrator  to 
review  initial  decision. 

179.112  Decision  by  Administrator  on 
appeal  or  review  of  initial  decision. 

179.115  Motion  to  reconsider  final  order. 
179.117  Designation  and  powers  of  judicial 
officer. 

Subpart  G — Judicial  Review 

179.125  judicial  review. 

179.130  Administrative  record. 

Authority:  21  U.S.C.  346a,  348,  371(a); 

Reorg.  Plan  No.  3  of  1970. 

Subpart  A— General  Provisions 

§  179.3  Definitions. 

"Administrator”  means  the 
Administrator  of  the  Agency,  or  any 
officer  or  employee  of  the  Agency  to 
whom  the  Administrator  has  delegated 
the  authority  to  perform  functions  under 
this  part. 

“Agency”  means  the  United  States 
Environmental  Protection  Agency. 

“Assistant  Administrator”  means  the 
Agency’s  Assistant  Administrator  for 
Pesticides  and  Toxic  Substances,  or  any 
officer  or  employee  of  OPTS  to  whom 
the  Assistant  Administrator  has 
delegated  the  authority  to  perform 
functions  under  this  part. 

“FFDCA”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  as  amended,  21 
U.S.C.  301-392. 

“FIFRA”  means  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act,  7  U.S.C.  136-136y. 

"judicial  Officer”  means  a  person  who 
has  been  designated  by  the 
Administrator  under  §  179.115  to  serve 
as  a  judicial  officer. 

"Office  of  the  Administrator”  means 
the  Agency’s  Administrator  and  Deputy 
Administrator  and  their  immediate  staff, 
including  the  judicial  officer. 

"OPrS”  means  the  Agency’s  Office  of 
Pesticides  and  Toxic  Substances. 

§  179.5  Other  authority. 

Questions  regarding  procedural 
matters  arising  under  this  part  or  Part 


178  of  this  chapter  that  are  not 
addressed  by  this  part  or  Part  178  of  this 
chapter  shall  be  resolved  by  the 
A.dministrator  or  presiding  officer,  as 
appropriate. 

Subpart  B— Initiation  of  Hearing 

§  179.20  Notice  of  hearing. 

(a)  If  the  Administrator  determines 
under  §  178.32  of  this  chapter  that  a 
hearing  is  justified  on  any  issue,  the 
Administrator  will  file  with  the  hearing 
clerk  and  publish  in  the  Federal  Register 
a  notice  of  hearing.  The  notice  of 
hearing  will  set  forth;  ‘ 

(1)  The  docket  number  for  the  hearing. 

(2)  Each  order,  regulation,  or  petition 
denial  that  is  the  subject  of  the  hearing, 
and  a  statement  specifying  any  part  of 
any  such  regulation  or  order  that  has 
been  stayed  in  the  Administrator’s 
discretion. 

(3)  The  identity  of  each  person  whose 
request  for  a  hearing  has  been  granted, 
and  of  any  other  person  whose  petition 
under  §  177.81  or  §  180.7  of  this  chapter 
occasioned  the  order  that  the  hearing 
concerns. 

(4)  A  statement  of  the  issues  of  fact  on 
which  a  hearing  has  been  found  to  be 
justified. 

(5)  A  statement  of  the  objections 
whose  resolution  depends  on  the 
resolution  of  those  issues  of  fact. 

(6)  A  statement  that  the  presiding 
officer  will  be  designated  by  the  Chief 
Administrative  Law  Judge. 

(7)  The  time  within  which  notices  of 
participation  should  be  filed  under 
§179.26. 

(8)  The  date,  time,  and  place  of  the 
preliminary  conference,  or  a  statement 
that  the  date,  time,  and  place  will  be 
announced  in  a  later  notice. 

(9)  The  time  within  which  parties  must 
submit  written  information  and  views 
under  §  179.83. 

(10)  Designations  with  respect  to 
separation  of  functions  published  under 
§  179.24(b)(2). 

(b)  The  statement  of  the  issues  of  fact 
on  which  a  hearing  has  been  justified 
determines  the  scope  of  the  hearing  and 
the  matters  on  which  evidence  may  be 
introduced.  The  issues  may  be  revised 
by  the  presiding  officer.  A  party  may 
obtain  interlocutory  review  by  the 
Administrator  of  a  decision  by  the 
presiding  officer  to  revise  the  issues  to 
include  an  issue  on  which  the 
Administrator  has  not  granted  a  request 
for  a  hearing  or  to  eliminate  an  issue  on 
which  a  request  for  a  hearing  has  been 
granted. 

(c)  A  hearing  is  deemed  to  begin  on 
the  date  of  publication  of  the  notice  of 
hearing. 
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§  179.24  Ex  parte  cNscuaslom;  separaHon 
of  functions. 

(a)  Any  person  may  meet  or 
correspond  with  any  officer  or  employee 
of  the  Agency  concerning  a  matter  under 
Parts  177, 178,  or  180  of  this  chapter 
prior  to  publication  of  a  notice  of 
hearing  under  { 179.2a 

(b)  Upon  publication  of  a  notice  of 
hearing,  the  following  separation  of 
function  rules  apply: 

(1)  OPTS,  as  a  party  to  the  hearing,  is 
responsible  for  presentation  of  its 
position  at  the  hearing  and  in  any 
pleading  or  oral  argument  before  the 
Administrator.  The  Pesticides  and  Toxic 
Substances  Division  of  the  Office  of 
General  Counsel  shall  advise  and 
represent  OPTS  with  respect  to  the 
hearing  and  in  any  pleading  or  oral 
argument  before  &e  Administrator.  An 
employee  or  other  representatives  of 
OPTS  may  not  participate  in  or  advise 
the  Administrator  or  any  of  his 
representatives  on  any  decision  under 
this  part,  other  than  as  witness  or 
counsel  in  public  proceedings,  except  as 
provided  by  paragraph  (b](2]  of  this 
section.  There  is  to  1^  no  other 
communication  between  representatives 
of  OPTS  and  the  presiding  officer  or  any 
representative  of  the  Office  of  the 
Administrator  concerning  the  merits  of 
the  hearing  until  after  issuance  of  the 
decision  of  the  Administrator. 

(2)  The  Administrator  may  designate 
persons  who  otherwise  would  be 
regarded  as  representatives  of  OPTS,  to 
serve  as  representatives  of  the  Office  of 
the  Administrator  on  matters  pertaining 
to  the  hearing,  and  may  also  designate 
persons  who  otherwise  would  be 
regarded  as  representatives  of  the  Office 
of  the  Administrator  to  serve  as 
representatives  of  OPTS.  Such 
designations  will  be  included  in  the 
notice  of  hearing  published  under 

§  179.20. 

(3)  The  Office  of  the  Administrator  is 
responsible  for  tfie  final  decision  of  the 
matter,  with  the  advice  and 
participation  of  anyone  in  the  Agency 
other  than  representatives  of  OPTS. 

(c)  Between  the  date  of  publication  of 
the  notice  of  hearing  and  the  date  of  the 
Administrator's  final  decision  on  the 
matter,  communication  concerning  the 
matter  involved  in  the  hearing  will  be 
restricted  as  follows: 

fl)  No  person  outside  the  Agency  may 
have  an  ex  parte  communication  with 
the  presiding  officer  or  any 
representative  of  the  Office  of  the 
Administrator  concerning  the  merits  of 
the  hearing.  Neither  the  presiding  officer 
nor  any  representative  of  the  Office  of 
the  Administrator  may  have  any  ex 
parte  communication  with  a  person 


outside  the  Agency  concerning  the 
merits  of  the  hearing. 

(2)  A  written  communication  contrary 
to  this  section  must  be  immediately 
served  on  all  other  participants  and  filed 
with  the  hearing  cleric  by  the  presiding 
officer  at  the  hearing,  or  by  the 
Administrator,  depending  on  who 
received  the  communication.  An  oral 
communication  contrary  to  this  section 
must  be  immediately  recorded  in  a 
written  memorandum  and  similarly 
served  on  all  other  parties  and  filed  with 
the  hearing  clerk.  A  person,  including  a 
representative  of  a  party  in  the  hearing, 
who  is  involved  in  an  oral 
communication  contrary  to  this  section, 
must,  if  possible,  be  made  available  for 
cross-examination  during  the  hearing 
with  respect  to  the  substance  of  that 
communication.  Rebuttal  testimony 
pertinent  to  a  written  or  oral 
communication  contrary  to  this  section 
will  be  permitted. 

(d)  The  prohibitions  specified  in 
paragraph  (c)  of  this  section  also  apply 
to  a  person  who,  in  advance  of  the 
publication  of  a  notice  of  hearing,  knows 
that  the  notice  has  been  signed.  The 
prohibitions  become  applicable  to  such 
a  person  as  of  the  time  the  knowledge  is 
acquired. 

(e)  The  making  of  a  communication 
contrary  to  this  section  may,  consistent 
with  the  interests  of  justice  and  the 
policies  underlying  the  FFDCA,  result  in 
a  decision  adverse  to  the  person 
knowingly  making  or  causing  the 
making  of  the  communication. 

Subpart  C— Participation  and 
Apoearancr,  Conduct 

§  179.42  Notice  of  participation. 

(a)  OPTS  shall  be  a  party  to  a  hearing 
under  this  part.  Any  other  person  may 
participate  as  a  party  in  such  a  bearing 
to  the  extent  specffied  by  this  section. 

(bj  A  person  desiring  to  participate  in 
a  hearing  must  file  with  the  hearing 
clerk  within  30  days  after  publication  of 
the  notice  of  hearing  under  §  179.20,  a 
notice  of  participation  in  the  following 
form: 

Notice  of  Participation 

Docket  No. -  - 

Under  40  CFR  Part  170,  please  enter  the 
participation  of: 

(Name)  - 

(Street  address)  - 

(City  and  State)  - 

(Telephone  number)  - 

Service  on  the  above  will  be  accepted  by: 

(Name)  - 

(Street  address)  - 

(City  and  State)  - - - - 

(Telephone  number)  - 

Signed:  - 

Date:  - 


(c)  An  amendment  to  a  notice  of 
participation  must  be  filed  with  the 
hearing  clerk  and  served  on  all  parties. 

(d)  No  person  may  participate  in  a 
hearing  who  has  not  filed  a  written 
notice  of  pkarticipation  or  whose 
participation  has  been  stricken  under 
paragraph  (f)  of  this  section. 

(e)  The  presiding  officer  may  permit 
the  Late  filing  of  a  notice  of  participation 
upon  a  showing  of  good  cause. 
Arrangements  and  agreements 
previously  made  in  the  proceeding  shall 
apply  to  any  party  admitted  late. 

(f)  The  presiding  officer  may  strike  the 
participation  of  a  person  for  failure  to 
comply  with  any  requirement  of  this 
subpart.  Any  person  whose 
participation  is  striken  may  obtain 
interlocutory  review  thereof  by  the 
Administrator. 

§  179.45  Appearance. 

(a)  A  party  to  a  hearing  may  appear  in 
person  or  by  counsel  or  other 
representative  in  the  hearing. 

(b)  The  presiding  officer  may  strike  a 
person’s  right  to  appear  in  the  hearing 
for  violation  of  the  rules  of  conduct  in 
§  179.50. 

§  179.50  Conduct  at  oral  hearings  or 
conferences. 

The  parties  and  their  representatives 
must  conduct  themselves  with  dignity 
and  observe  the  same  standards  of 
practice  and  ethics  that  would  be 
required  of  parties  in  a  judicial 
proceeding.  Disrespectful,  disorderly,  or 
contumacious  language  or  conduct, 
refusal  to  comply  with  directions,  use  of 
dilatory  tactics,  or  refusal  to  adhere  to 
reasonable  standards  of  orderly  and 
ethical  conduct  during  any  hearing 
constitute  grounds  for  immediate 
exclusion  from  the  proceeding  by  the 
presiding  officer. 

Subpart  D— Presiding  Officer 

§  179.60  Designation  and  qualifications  of 
presiding  officer. 

The  presiding  officer  in  a  hearing  will 
be  an  administrative  law  judge  qudified 
under  5  U.S.C.  3105  and  designated  by 
the  Agency’s  Chief  Administrative  Law 
Judge. 

§  179.70  Authority  of  presiding  officer 

The  presiding  officer  shall  conduct  the 
hearing  in  a  fair  and  impartial  manner 
subject  to  the  precepts  of  the  Canons  of 
Judicial  Ethics  of  the  American  Bar 
Association.  The  presiding  officer  has 
all  powers  necessary  to  conduct  a  fair, 
expeditious,  and  orderly  hearing, 
including  the  power  to: 

(a)  Specify  and  change  the  date,  time, 
and  place  for  conferences  and  oral 
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presentations,  and  issue  and  modify  a 
schedule  for  the  hearing. 

(b)  Establish  the  procedures  for  use  in 
developing  evidentiary  facts. 

(c)  Prepare  statements  of  the  areas  of 
factual  disagreement  among  the 
participants. 

(d)  Hold  conferences  to  settle, 
simplify,  or  determine  the  issues  in  a 
hearing  or  to  consider  other  matters  that 
may  expedite  the  hearing. 

(e)  Administer  oaths  and  affirmations. 

(f)  Control  the  course  of  the  hearing 
and  the  conduct  of  the  participants. 

(g)  Examine  witnesses  and  strike  their 
testimony  if  they  fail  to  respond  fully  to 
proper  questions. 

(h)  Rule  on,  admit,  exclude,  or  limit 
evidence. 

(i)  Set  the  time  for  filing  pleadings. 

(i)  Rule  on  motions  and  other 

procedural  matters. 

(k)  Rule  on  motions  for  summary 
decision  under  §  179.90. 

(l)  Conduct  the  hearing  in  stages  if  the 
number  of  parties  is  large  or  the  issues 
are  numerous  and  complex. 

(m)  Waive,  suspend,  or  modify  any 
rule  in  this  subpart  if  the  presiding 
officer  determines  that  no  party  will  be 
prejudiced,  the  ends  of  justice  will  be 
served,  and  the  action  is  in  accordance 
with  law. 

(n)  Strike  the  participation  of  any 
person  under  §  179.26(e),  or  exclude  any 
person  from  the  hearing  under  §  179.50, 
or  take  other  reasonable  disciplinary 
action. 

(o)  Take  any  other  action  for  the  fair, 
expeditious,  and  orderly  conduct  of  the 
hearing. 

§  179.75  Disqualification  of  deciding 
officials. 

(a)  A  deciding  official  in  a  hearing 
under  this  part  (including,  e.g.,  the 
Administrator,  judicial  officer,  or 
presiding  officer)  shall  not  decide  any 
matter  in  connection  with  which  he  or 
she  has  a  financial  interest  in  any  of  the 
parties,  or  a  relationship  that  would 
make  it  otherwise  inappropriate  for  him 
or  her  to  act 

(b)  A  party  may  request  that  a 
deciding  official  disqualify  himself/ 
herself  and  withdraw  from  the 
proceeding.  The  party  may  obtain 
interlocutory  review  by  the 
Administrator  of  a  denial  of  such  a 
request  made  to  any  deciding  official 
other  than  the  Administrator. 

(c)  A  deciding  official  who  is  aware  of 
grounds  for  disqualification  shall 
withdraw  from  the  proceeding. 

§  179.78  Unavailability  of  presiding  officer. 

If  the  presiding  officer  is  unable  to  act 
for  any  reason,  his  or  her  powers  with 
respect  to  the  hearing  will  be  assigned 


by  the  Chief  Administrative  Law  Judge 
to  another  presiding  officer.  The 
substitution  will  not  affect  the  hearing, 
i.e.,  the  testimony  of  the  witnesses  will 
not  be  taken  anew  except  as  the  new 
presiding  ofHcer  may  order  upon  the 
request  of  a  party  where  the  credibility 
of  a  witness  is  of  particular  importance. 

Subpart  E — Hearing  Procedures 

§  179.80  Filing  and  service. 

(a)  All  documents  required  or 
authorized  to  be  filed  by  a  party  to  a 
hearing  under  this  part  regarding  any 
matter  to  be  decided  by  the  presiding 
officer,  the  judicial  officer,  or  the 
Administrator  shall  be  filed  in  duplicate 
with  the  hearing  clerk,  in  the  maimer 
speciHed  by  §  178.25(b)  of  this  chapter. 
Each  filing  shall  prominently  note  the 
docket  number.  To  determine 
compliance  with  deadlines  in  a  hearing, 
a  document  is  considered  filed  on  the 
date  it  is  actually  received  by  the 
hearing  clerk.  When  this  part  allows  a 
response  by  a  party  to  a  submission  and 
prescribes  a  period  of  time  for  the  filing 
of  the  response,  an  additional  3  days  are 
allowed  for  the  Hling  of  the  response  if 
the  submission  is  served  by  mail. 

(b)  Each  notice,  order,  decision,  or 
other  document  issued  under  this  part 
by  the  presiding  officer,  the  judicial 
officer,  or  the  Administrator  shall  be 
filed  with  the  hearing  clerk.  The  hearing 
clerk  shall  immediately  serve  all 
pareties  with  a  copy  of  such  order, 
decision,  or  other  document. 

(c)  At  the  same  time  that  a  party  files 
any  document  with  the  hearing  clerk, 
the  party  shall  serve  a  copy  thereof  on 
each  other  party,  unless  the  presiding 
officer  specifies  otherwise,  ^ch  filing 
shall  be  accompanied  by  a  certificate  of 
service,  or  a  statement  ^at  service  is 
not  required.  Service  on  a  party  is 
accomplished  by  mailing  a  submission 
to  the  address  shown  in  the  nojice  of 
participation  or  by  personal  delivery. 

(d)  The  presiding  officer  may  grant  an 
extension  of  time  for  the  filing  of  any 
pleading,  document,  or  motion 

(1)  Upon  timely  motion  by  a  party,  for 
good  cause  shown,  and  after 
consideration  of  prejudice  to  other 
parties,  or 

(2)  Upon  the  presiding  officer’s  own 
motion. 

(e)  A  motion  by  a  party  for  an 
extension  may  only  be  made  after  notice 
to  all  other  parties,  unless  the  movant 
can  show  good  cause  why  such  notice  is 
impracticable.  The  motion  shall  be  filed 
in  advance  of  the  date  on  which  the 
pleading,  document,  or  motion  is  due  to 
be  filed,  unless  the  failure  of  the  party  to 
make  a  timely  motion  for  an  extension 
was  the  result  of  excusable  neglect. 


§  179.81  AvaHabUity  of  documents 

(a)  All  orders,  decisions,  pleadings, 
transcripts,  exhibits,  and  other  docket 
entries  shall  become  part  of  the  official 
docket  and  shall  be  retained  by  the 
hearing  clerk.  Except  as  otherwise 
provided  by  paragraph  (b)  of  this  section 
or  Part  2  of  this  chapter,  all  documents 
that  are  a  part  of  the  official  docket 
shall  be  made  available  to  the  public  for 
reasonable  inspection  during  Agency 
business  hours.  Copies  of  such 
documents  may  be  obtained  by 
members  of  the  public  as  provided  in 
Part  2  of  this  chapter. 

(b)  Whenever  any  information  or  data 
are  required  to  be  produced  or 
examined  in  a  hearing  and  any  party 
makes  a  business  confidentiality  claim 
regarding  such  information  under  Part  2 
of  this  chapter,  the  availability  of  such 
information  to  the  other  parties  or  to  the 
public  shall  be  determined  by  the 
presiding  officer.  The  presiding  officer 
shall  make  such  determinations  in 
accordance  with  Part  2  of  this  chapter, 
including  specifically  the  procedures 
and  principles  set  forth  in  §  2.301(g)  (3) 
and  (4)  of  this  chapter.  The  presiding 
officer  shall  take  such  steps  as  are 
necessary  for  the  protection  of 
information  entitled  to  confidential 
treatment  or  otherwise  exempt  from 
public  disclosure,  including  issuance  of 
protective  orders  to  parties  or  taking 
testimony  in  a  closed  hearing. 

§  179.83  Disclosure  of  data  and 
infonnation. 

(a)  Within  60  days  of  the  publication 
of  the  notice  of  hearing  under  §  179.20. 
or.  if  no  party  will  be  prejudiced,  within 
another  period  set  by  the  presiding 
officer,  the  Assistant  Administrator 
shall  file  with  the  hearing  clerk,  in 
accordance  with  §  179.80,  the  following 
documents  numbered  and  organized  in 
the  manner  prescribed  by  the  presiding 
officer: 

(1)  The  portions  of  the  administrative 
record  of  the  proceeding  developed 
under  Part  178  of  this  chapter,  and  under 
Part  177  or  Part  180  of  this  chapter,  that 
are  relevant  to  the  issues  in  the  hearing. 

(2)  All  documents  in  the  files  of  OPTS 
containing  factual  information  or  expert 
opinion,  whether  favorable  or 
unfavorable  to  the  position  of  OPTS, 
which  relate  to  the  issues  involved  in 
the  hearing.  For  purposes  of  this 
paragraph,  “files"  means  the  principal 
files  in  OPTS  in  which  documents 
relating  to  the  issues  in  the  hearing  are 
ordinarily  kept.  Documents  that  are 
internal  memoranda  reflecting  the 
deliberative  process,  are  attorney  work 
product,  or  were  prepared  specifically 
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for  use  in  connection  with  the  hearing, 
are  not  required  to  be  submitted. 

(3)  All  other  documentary  data  and 
information  upon  which  OPTS  plans  to 
rely  upon  in  the  hearing. 

(4)  A  narrative  position  statement  on 
the  factual  issues  in  the  notice  of 
hearing  and  the  nature  of  the  supporting 
evidence  that  OPTS  intends  to 
introduce. 

(5)  A  signed  statement  that,  to  the 
best  knowledge  and  belief  of  the 
Assistant  Administrator,  the  submission 
complies  with  this  section. 

(b)  Within  70  days  of  the  publication 
of  the  notice  of  hearing  or,  if  no  party 
will  be  prejudiced,  within  another 
period  of  time  set  by  the  presiding 
officer,  each  party  other  than  OPTS 
shall  submit  to  the  hearing  clerk  in 
accordance  with  §  179.80  the  following 
documents,  numbered  and  organized  in 
the  manner  prescribed  by  the  presiding 
officer: 

(1)  Any  objections  that  the 
administrative  record  filed  under 
paragraph  (a)(1)  of  this  section  is 
incomplete. 

(2)  All  documents  (other  than  those 
Tiled  under  paragraph  (a)  of  this  section) 
in  the  party's  files  containing  factual 
information  or  expert  opinion,  whether 
favorable  or  unfavorable  to  the  party’s 
position,  that  relates  to  the  issues 
involved  in  the  hearing.  For  purposes  of 
the  paragraph,  "files”  means  the  party’s 
principal  in  which  documents 
relating  to  the  issues  in  the  hearing  are 
ordinarily  kept. 

(3)  All  other  documentary  data  and 
information  the  party  plans  to  rely  upon 
in  the  hearing. 

(4)  A  narrative  position  statement  on 
the  factual  issues  in  the  notice  of 
hearing  and  the  nature  of  the  supporting 
evidence  the  party  intends  to  introduce. 

(5)  A  signed  statement  that,  to  the 
best  knowledge  and  belief  of  the  party, 
the  submission  complies  with  this 
section. 

(c)  Submissions  required  by 
paragraphs  (a)  and  (b)  of  this  section 
may  be  supplemented  later  in  the 
proceeding,  with  the  approval  of  the 
presiding  officer,  upon  a  showing  that 
the  material  contained  in  the 
supplement  was  net  reasonably  known 
by  or  available  to  the  party  when  the 
submission  was  made  or  that  the 
relevance  of  the  material  contained  in 
the  supplement  could  not  reasonably 
have  been  foreseen. 

(d)  If  a  party  fails  to  comply 
substantially  and  in  good  faith  with  this 
section,  the  presiding  officer  may  infer 
that  such  failure  was  for  the  purpose  of 
withholding  information  that  is 
unfavorable  to  the  party’s  position,  and 
may  make  such  further  adverse 


inferences  and  Hndings  with  respect  to 
such  failure  as  are  warranted. 

(e)  Parties  may  reference  each  other’s 
submissions.  To  reduce  duplicative 
submissions,  parties  are  encouraged  to 
exchange  and  consolidate  lists  of 
documentary  evidence.  If  a  particular 
document  is  bulky  or  in  limited  supply 
and  cannot  reasonably  be  reproduced, 
and  it  constitutes  relevant  evidence,  the 
presiding  officer  may  authorize 
submission  of  a  reduced  number  of 
copies. 

(f)  The  presiding  officer  will  rule  on 
questions  relating  to  this  section. 

§  179.8S  Purposes  of  preliminary 
conference. 

The  presiding  officer  will  conduct  one 
or  more  preliminary  conferences  for  the 
following  purposes: 

(a)  To  determine  the  areas  of  factual 
disagreement  to  be  considered  for  the 
following  purposes: 

(b)  To  establish  any  necessary 
procedural  rules  to  control  the  course  of 
the  hearing  and  the  schedule  for  the 
hearing. 

(c)  To  group  parties  with  substantially 
similar  interests,  for  purposes  of 
presenting  evidence,  making  objections, 
cross-examination,  and  presenting  oral 
argument. 

(d)  To  obtain  stipulations  and 
admissions  of  facts. 

(e)  To  take  other  action  that  may 
expedite  the  hearing. 

§  179.86  Time  and  place  of  preliminary 
conference. 

A  preliminary  conference  will 
commence  at  the  date,  time,  and  place 
summoned  in  the  notice  of  hearing,  or  as 
otherwise  specified  by  the 
Administrator  or  presiding  officer  in  a 
subsequent  notice.  The  preliminary 
conference  may  not  commence  until 
after  expiration  of  the  time  for  filing 
notices  of  participation  under  §  179.26. 
The  presiding  officer  may  specify  that 
two  or  more  such  conferences  shall  be 
held. 

§  179J7  Procedures  for  preNminary 
conference. 

Parties  in  a  hearing  must  appear  at  the 
preliminary  conference(s)  prepared  to 
present  a  position  on  the  matters 
speciHed  in  §  179.85.  A  preliminary- 
conference  may  be  held  by  telephone,  or 
other  electronic  means,  if  appropriate. 

(a)  To  expedite  the  hearing,  parties 
are  encouraged  to  prepare  in  advance 
for  the  conference.  Parties  should 
cooperate  with  each  other  and  should 
request  information  and  begin 
preparation  of  testimony  at  the  earliest 
possible  time.  Failure  of  a  party  to 
appear  at  the  preliminary  conference  or 
to  raise  matters  that  could  reasonably 


be  anticipated  and  resolved  at  that  time 
will  not  delay  the  progress  of  the 
hearing,  and  constitutes  a  waiver  of  the 
rights  of  the  party  regarding  such 
matters  as  objections  to  the  agreements 
reached,  actions  taken,  or  rulings  issued. 
Such  failure  to  appear  may  also  be 
grounds  for  striking  the  party’s 
participation  under  §  179.26(e). 

(b)  Each  party  shall  bring  to  the 
preliminary  conference  the  following 
specific  information,  which  will  be  Tiled 
with  the  hearing  clerk  under  §  179.80: 

(1)  Any  additional  information  to 
supplement  the  submission  which  may 
have  been  Hied  under  §  179.83,  which 
may  be  filed  if  approved  under 

§  179.83(c). 

(2)  A  list  setting  forth  each  person 
who  has  been  identified  as  a  witness 
whose  oral  or  written  testimony  will  be 
offered  by  the  party  at  the  hearing,  with 
a  full  curriculum  vitae  for  each  and  a 
summary  of  the  expected  testimony 
(including  a  list  of  the  principal  exhibits 
on  which  the  witness  will  rely)  or  a 
statement  as  to  when  such  a  summary 
will  be  furnished.  A  party  may  amend 
its  witness  and  document  list  to  add, 
delete,  or  substitute  witnesses  or 
documents. 

(c)  The  presiding  officer  may  hold 
preliminary  conferences  off  the  record  in 
an  effort  to  reach  agreement  on  disputed 
factual  or  procedural  questions. 

(d)  The  presiding  officer  shall  issue 
and  file  under  §  179.80  a  written  order 
reciting  the  actions  taken  at  each 
preliminary  conference  and  setting  forth 
the  schedule  for  the  hearing.  The  order 
will  control  the  subsequent  course  of  the 
hearing  unless  modified  by  the  presiding 
officer  for  good  cause. 

§179.89  Motions. 

A  motion,  unless  made  in  the  course 
of  a  preliminary  conference  or  a 
transcribed  oral  hearing  before  the 
presiding  officer,  must  be  filed  in  the 
manner  prescribed  by  §  179.80  and 
include  a  draft  order.  A  response  may 
be  nied  within  10  days  of  service  of  a 
motion.  The  moving  party  has  no  right  to 
reply,  except  as  permitted  by  the 
presiding  officer.  The  presiding  officer 
shall  rule  upon  the  motion. 

§  179.90  Summary  decisions. 

(a)  After  the  hearing  commences,  a 
party  may  Hie  a  written  motion,  with  or 
without  supporting  affidavits,  for  a 
summary  decision  on  any  issue  in  the 
hearing.  Any  other  party  may,  within  10 
days  after  service  of  the  motion,  which 
time  may  be  extended  for  an  additional 
10  days  for  good  cause  shown,  serve 
opposing  affidavits  or  countennove  for 
summary  decision.  The  presiding  officer 
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may  set  the  matter  for  argument  and  call 
for  the  submission  of  briefs. 

(b)  The  presiding  ofbcer  will  grant  the 
motion  if  the  objections,  requests  for 
hearing,  other  pleadings,  affidavits,  and 
other  material  filed  in  connection  with 
the  hearing,  or  matters  officially  noticed, 
show  that  there  is  no  genuine 
disagreement  as  to  any  material  fact 
bearing  on  the  issue  and  that  a  party  is 
entitled  to  summary  decision. 

(c)  Affidavits  should  set  forth  facts 
that  would  be  admissible  in  evidence 
and  show  aftirmatively  that  the  affiant 
is  competent  to  testify  to  the  matters 
stated.  When  a  properly  supported 
motion  for  summary  decision  is  made,  a 
party  opposing  the  motion  may  not  rest 
upon  mere  allegations  or  denials  or 
general  descriptions  of  positions  and 
contentions;  affidavits  or  other 
responses  must  demonstrate  speciHcally 
that  there  is  a  genuine  issue  of  material 
fact  for  the  hearing. 

(d)  Should  it  appear  ^om  the 
affidavits  of  a  party  opposing  the  motion 
that  for  sound  reasons  stated,  facts 
essential  to  justify  the  opposition  cannot 
be  presented  by  affidavit,  the  presiding 
officer  may  deny  the  motion  for 
summary  decision,  order  a  continuance 
to  permit  affidavits  or  additional 
evidence  to  be  obtained,  or  issue  other 
just  order. 

(e)  If  a  summary  decision  is  not 
rendered  upon  all  issues  or  for  all  the 
relief  asked,  and  evidentiary  facts  need 
to  be  developed,  the  presiding  officer 
will  issue  an  order  specifying  the  facts 
that  appear  without  substantial 
controversy  and  directing  further 
evidentiary  proceedings.  The  facts  so 
specibed  will  be  deemed  established. 

(f)  A  party  may  obtain  interlocutory 
review  by  the  Administrator  of  a 
summary  decision  of  the  presiding 
officer. 

§  179.01  Burden  of  going  forward;  burden 
of  persuasion. 

(a)  The  party  whose  request  for  an 
evidentiary  hearing  was  granted  has  the 
burden  of  going  forward  in  the  hearing 
with  evidence  as  to  the  issues  relevant 
to  that  request  for  a  hearing. 

(b)  The  party  or  parties  who  contend 
that  a  regulation  satisfies  the  criteria  of 
section  408  or  409  has  the  burden  of 
persuasion  in  the  hearing  as  to  those 
connections,  whether  the  proceeding 
concerns  the  establishment, 
modification,  or  revocation  of  a 
tolerance  or  food  additive  regulation. 

§  179.93  Testimony. 

(a)  The  presiding  officer  will  conduct 
such  proceedings  as  are  necessary  for 
the  taking  of  oral  direct  testimony  and 
for  the  conduct  of  oral  cross¬ 


examination  of  witnesses  by  the  parties. 
The  presiding  officer  shall  limit  oral 
cross-examination  to  prevent  irrelevant 
or  repetitious  examination. 

(b)  Direct  testimony  shall  be 
submitted  in  writing,  except  that  the 
presiding  officer  may  order  direct 
testimony  to  be  presented  orally  in 
those  unusual  cases  where  the  memory 
or  demeanor  of  the  witness  is  of 
importance.  Written  direct  testimony 
shall  be  in  the  form  of  a  veribed 
statement  of  fact  or  opinion  prepared  by 
the  witness,  in  narrative  form  or  in 
question-and-answer  form.  Written 
direct  testimony  may  incorporate 
exhibits.  Such  a  veribed  statement  or 
exhibit  may  not  be  admitted  into 
evidence  sooner  than  14  days  (or  such 
other  reasonable  period  as  the  presiding 
officer  may  order)  after  the  witness  has 
delivered  to  the  presiding  officer  and 
each  party  a  copy  of  the  statement  or 
exhibit,  llie  admissibility  of  the 
evidence  contained  in  such  a  statement 
is  subject  to  the  same  rules  as  if  such 
testimony  had  been  given  orally. 

(c)  Oral  cross-examination  of 
witnesses  will  be  permitted.  Each 
exhibit  that  a  party  intends  to  rely  upon 
in  cross-examining  a  witness  shall  be 
furnished  to  the  other  parties  not  later 
than  3  days  (or  such  other  reasonable 
period  as  the  presiding  officer  may 
order)  before  such  exhibit  is  used  in  the 
cross-examination. 

(d)  Witnesses  shall  give  testimony 
under  oath  or  affirmation. 

§  179.94  Transcripts. 

(a)  The  hearing  clerk  shall  make 
arrangements  to  have  all  oral  testimony 
stenographically  reported  or  recorded 
and  transcribed,  with  evidence  that  is 
admitted  in  the  form  of  written 
testimony  or  exhibits  attached  or 
incorporated  as  appropriate. 

(b)  Unless  the  presiding  officer  orders 
otherwise,  parties  shall  have  15  days 
from  the  date  that  the  transcripts  of 
particular  oral  testimony  first  becomes 
available  to  propose  corrections  in  the 
transcript  of  that  testimony.  Corrections 
are  permitted  only  for  transcription 
errors.  The  presiding  officer  shall 
promptly  order  justified  corrections. 

(c)  As  soon  as  practicable  after  the 
taking  of  the  last  evidence,  the  presiding 
officer  shall  certify 

(1)  That  the  original  transcript  is  a 
true  transcript  of  the  oral  testimony 
offered  or  received  at  the  hearing, 
except  in  such  particulars  as  the 
presiding  officer  specibes, 

(2)  That  the  written  testimony  and 
exhibits  accompanying  the  transcript 
are  all  the  written  testimony  and 
exhibits  introduced  at  the  hearing,  with 


such  exceptions  as  the  presiding  officer 
specibes;  and 

(3)  The  transcript  with  attached  or 
incorporated  material,  as  so  certibed  by 
the  presiding  officer,  shall  be  submitted 
to  and  bled  by  the  hearing  clerk  under 
§  179.80. 

(d)  Copies  of  the  transcript  shall  be 
available  to  the  public  in  accordance 
with  §  179.81;  parites  may  make  special 
arrangements  through  the  hearing  clerk 
to  obtain  copies  on  an  ongoing, 
expedited  basis. 

§  179.95  Admission  or  exclusion  of 
evidence;  objections;  offers  of  proof. 

(a)  Written  material  identified  as 
direct  testimony  or  as  an  evidentiary 
exhibit  and  offered  by  a  party  in  a 
hearing,  and  oral  testimony,  whether  or 
direct  or  on  cross-examination,  is 
admissible  as  evidence  unless  the 
presiding  officer  excludes  it  (on 
objection  of  a  party  or  on  the  presiding 
officer’s  own  initiative)  because  it  is 
irrelevant,  immaterial,  or  repetitive,  or 
because  its  exclusion  is  necessary  to 
enforce  the  requirements  of  this  part. 

The  presiding  officer  in  making  rulings 
shall  be  guided  by  the  principles  of  the 
Federal  Rules  of  Evidence. 

(b)  If  a  party  objects  to  the  admission 
or  rejection  of  any  evidence  or  to  the 
limitation  of  the  scope  of  any 
examination  or  cross-examination,  the 
party  shall  state  briefly  the  grounds  for 
such  objection.  The  transcript  shall 
include  any  argument  or  debate  thereon, 
unless  the  presiding  officer,  with  the 
consent  of  all  the  parties,  orders  that 
such  argument  not  be  transcribed.  The 
ruling  and  the  reasons  given  therefor  by 
the  presiding  officer  on  any  objection 
shall  be  a  part  of  the  transcript.  An 
automatic  exception  to  that  ruling  will 
follow. 

(c)  Whenver  evidence  is  deemed 
inadmissible,  the  party  offering  such 
evicence  may  make  an  offer  of  proof, 
which  shall  be  included  in  the 
transcript.  The  offer  of  proof  for 
excluded  oral  testimony  shall  consist  of 
a  brief  statement  describing  the  nature 
of  the  evidence  excluded.  If  the 
evidence  consists  of  a  document  or 
exhibit,  it  shall  be  inserted  in  the  record 
in  total.  If  the  Administrator  in 
reviewing  the  record  under  §  179.112 
decides  that  the  presiding  officer’s  ruling 
in  excluding  the  evidence  was  erroneous 
and  prejudicial,  the  hearing  may  be 
reopened  to  permit  the  taking  of  such 
evidence,  or,  where  appropriate,  the 
Administrator  may  evaluate  the 
evidence  and  proceed  to  a  final 
decision. 

(d)  Official  notice  may  be  taken  of 
Agency  proceedings,  any  matter  that 
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might  be  judicially  noticed  by  the  courts 
of  the  United  States,  or  any  other  fact 
within  the  knowledge  and  experience  of 
the  Agency  as  an  expert  agency.  Any 
party  shall  be  given  adequate 
opportunity  to  show  that  such  facts  are 
erroneously  noticed  by  presenting 
evidence  to  the  contrary. 

§  179.97  Conferences  during  hearing. 

The  presiding  officer  may  schedule 
and  hold  conferences  as  needed  to 
monitor  the  progress  of  the  hearing, 
narrow  and  simplify  the  issuances,  and 
consider  the  rule  on  motions,  requests, 
or  other  matters  concerning  the 
development  of  the  evidence. 

§  179.98  Briefs  and  arguments. 

(a)  Promptly  after  the  taking  of 
evidence  is  completed,  the  presiding 
officer  will  announce  a  schedule  for  the 
filing  of  briefs.  Briefs  must  include  a 
statement  of  position  on  each  issue,  with 
speciHc  and  complete  citations  to  the 
evidence  and  points  of  law  relied  on. 
Briefs  must  contain  proposed  findings  of 
fact  and  conclusions  of  law. 

(b)  The  presiding  officer  may,  as  a 
matter  of  discretion,  permit  oral 
argument  after  the  briefs  are  Bled. 

Subpart  F— Decisions  and  Appeais 

§  179.101  Interlocutory  appeal  from  ruling 
of  presiding  officer. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section  and  in  §§  179.20(b), 
179.26(e).  179.75(a),  and  179.90(f),  rulings 
of  the  presiding  officer  may  not  be 
appealed  to  the  Administrator  before 
the  Administrator’s  consideration  of  the 
entire  record  of  the  hearing. 

(b)  A  ruling  of  the  presiding  officer  is 
subject  to  interlocutory  appeal  to  the 
Administrator  if  the  presiding  officer 
certifies  on  the  record  or  by  document 
submitted  under  §  179.80  that  immediate 
review  is  necessary  to  prevent 
exceptional  delay,  expense,  or  prejudice 
to  any  party  or  substantial  harm  to  the 
public  interest.  When  an  order  or  ruling 
is  not  certified  by  the  presiding  officer,  it 
shall  be  reviewed  by  the  Administrator 
only  upon  appeal  from  the  initial 
decision  except  when  the  Administrator 
determines  upon  the  request  of  a  party 
and  in  exceptional  circumstances,  that 
delaying  review  would  be  deleterious  to 
vital  public  or  private  interests.  Except 
in  extraordinary  circumstances, 
proceedings  will  not  be  stayed  pending 
an  interlocutory  appeal.  Where  a  stay  is 
granted,  a  stay  of  more  than  30  days 
must  be  approved  by  the  Administrator. 

(c)  Ordinarily,  the  interlocutory 
appeal  will  be  decided  on  the  basis  of 
the  submission  made  to  the  presiding 
officer,  but  the  Administraor  may  allow 


further  briefs  and  oral  arguments.  Any 
oral  argument  will  be  transcribed  and 
the  transcript  will  be  prepared  and 
certified  in  the  same  manner  as 
provided  in  §  179.94. 

§  179.105  Initial  decision. 

(a)  After  the  filing  of  briefs  and  any 
oral  argument,  the  presiding  officer  shall 
prepare  and  file  an  initial  decision  on 
the  issues  of  fact  in  the  hearing  and  the 
objections  relating  to  those  issues. 

(b)  The  inital  decision  must  be  based 
on  a  fair  evaluation  of  the  entire  record, 
and  must  contain: 

(1) (i)  A  conclusion  that  no  change  is 
warranted  in  the  order  or  regulation  to 
which  objection  was  taken;  or 

(ii)  A  conclusion  that  changes  in  the 
order  or  regulation  are  warranted,  the 
language  of  the  order  or  regulation  as 
changed,  and  an  effective  date  for  the 
order  or  regulation  as  changed,  which 
date  must  not  be  earlier  than  the  90th 
day  after  it  is  published  unless  the  order 
contains  findings  as  to  the  existence  of 
emergency  conditions  that  necessitate 
an  earlier  effective  date. 

(2)  Findings  of  fact  supported  by 
substantial  evidence  that  has  been 
found  admissible  by  the  presiding 
officer,  and  citations  to  the  record 
supporting  those  findings. 

(3)  Conclusions  on  legal  and  policy 
issues,  if  such  conclusions  are  necessary 
to  resolve  the  objections. 

(4)  A  discussion  of  the  reasons  for  the 
findings  and  conclusions,  including  a 
discussion  of  the  significant  contentions 
made  by  any  party. 

(c)  Except  as  otherwise  provided  by 
order  of  the  Administrator  filed  in 
accordance  with  §  179.80,  after  the 
initial  decision  is  filed  the  presiding 
officer  has  no  further  jurisdiction  over 
the  matter  and  any  motions  or  requests 
filed  with  the  hearing  clerk  will  be 
decided  by  the  Administrator. 

(d)  The  initial  decision  becomes  the 
final  decision  of  the  Administrator  by 
operation  of  Law  unless  a  party  files 
exceptions  with  the  hearing  clerk  under 
§  179.107  or  the  Administrator  files  a 
notice  of  review  under  §  179.110. 

§  179.107  Appeal  from  or  review  of  initial 
decision. 

(a)  A  party  may  appeal  an  initial 
decision  to  the  Administrator  by  filing 
exceptions  with  the  hearing  clerk,  and 
serving  them  on  the  other  parties,  within 
the  period  specified  in  the  initial 
decision.  The  period  may  not  exceed  30 
days,  unless  extended  by  the 
Administrator  under  paragraph  (d)  of 
this  section. 

(b)  Exceptions  must  specifically 
identify  alleged  errors  in  the  findings  of 
fact  or  conclusions  of  law  or  policy  in 


the  initial  decision  and.  if  errors  in  the 
findings  of  fact  are  alleged,  must  provide 
supporting  citations  to  evidence  of 
record.  Oral  argument  before  the 
Administrator  may  be  requested  in  the 
exceptions. 

(c)  Any  reply  to  the  exceptions  is  to 
be  filed  and  served  within  the  period 
specified  in  the  initial  decision.  The 
period  may  not  exceed  30  days  after  the 
end  of  the  period  (including  any 
extensions)  for  filing  exceptions,  unless 
extended  by  the  Administrator  under 
paragraph  (d)  of  this  section. 

(d)  The  Administrator  may  extend  the 
time  for  filing  exceptions  or  replies  to 
exceptions  for  good  cause  shown. 

(e)  If  the  Administrator  decides  to 
hear  oral  argument,  the  parties  will  be 
informed  of  the  date,  time,  and  place, 
the  amount  of  time  allotted  to  each 
party,  and  the  issues  to  be  addressed. 

§  179.110  Determination  by  Administrator 
to  review  initial  decision. 

Within  10  days  following  the 
expiration  of  the  time  for  filing 
exceptions  (including  any  extensions), 
the  Administrator  may  file  with  the 
hearing  clerk,  and  serve  on  the  parties,  a 
notice  of  the  Administrator’s 
determination  to  review  the  initial 
decision.  The  Administrator  may  invite 
the  parties  to  file  briefs  or  present  oral 
argument  on  the  matter.  'The  time  for 
filing  briefs  or  presenting  oral  argument 
will  be  specified  in  that  or  a  later  notice. 

§  179.1 12  Decision  by  Administrator  on 
appeal  or  review  of  initial  decision. 

(a)  On  appeal  from  or  review  of  the 
initial  decision,  the  Administrator  shall 
have  the  same  powers  as  did  the 
presiding  officer  in  making  the  initial 
decision.  On  the  Administrator’s  own 
initiative  or  on  motion,  the 
Administrator  may  remand  the  matter  to 
the  presiding  officer  for  any  further 
action  necessary  for  a  proper  decision. 

(b)  The  scope  of  the  issues  on  appeal 
to  (or  on  review  by)  the  Administrator  is 
the  same  as  the  scope  of  the  issues 
before  the  presiding  officer,  unless  the 
administrator  specifies  otherwise. 

(c)  After  the  filing  of  briefs  and  any 
oral  argument,  the  Administrator  will 
issue  a  final  decision  on  the  issues  of 
fact  in  the  hearing  and  the  objections 
related  to  those  issues.  A  final  decision 
must  contain  the  elements  required  for 
an  initial  decision  by  §  179.105(b). 

(d)  The  Administrator  may  adopt  the 
initial  decision  as  the  final  decision. 

(e)  The  Administrator’s  decision,  dr  a 
summary  of  the  decision  and  a  notice  of 
its  availability,  will  be  published  in  the 
Federal  Register., 
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§  179.1  IS  Motion  to  reconsider  a  final 
order. 

A  party  may  file  a  motion  requesting 
the  Administrator  to  reconsider  a  final 
decision  under  this  Part.  Any  such 
motion  must  be  filed  within  10  days 
after  service  of  the  final  decision,  and 
must  set  forth  the  matters  claimed  to 
have  been  erroneously  decided'and  the  - 
nature  of  the  alleged  errors.  Such  .a 
motion  shall  not  stay  the  effective  date 
of  the  final  decision  unless  specifically 
so  ordered  by  the  Administrator. 

§179.117  Designation  and  powers  of 
ludicial  officer. 

(a)  One  of  the  more  judicial  officers 
may  be  designated  by  the 
Administrator.  A  judicial  officer  shall  be 
an  attorney  who  is  a  permanent  or 
temporary  employee  of  the  Agency  or  of 
another  Federal  agency.  A  judicial 
officer  may  perform  other  duties.  A 
judicial  officer  who  performs  any  duty 
under  this  part  may  not  be  employed  by 
OPTS,  by  the  Pesticides  and  Toxic 
Substances  Division  of  the  Office  of 
General  Counsel,  or  by  any  other  person 
who  is  a  representative  of  OPTS  in  the 
hearing.  A  person  may  not  be 
designated  as  a  judicial  officer  in  a 
hearing  if  he  or  she  performed  any 
prosecutorial  or  investigative  functions 
in  connection  with  that  hearing  or  any 
other  factually  related  hearing. 

(b)  The  Administrator  may  delegate  to 
the  judicial  officer  all  or  part  of  the 
administrator’s  authority  to  act  in  a 
given  proceeding  under  this  part.  Such  a 
delegation  does  not  prevent  the  judicial 
officer  from  referring  any  motion  or  case 
to  the  Administrator  when  appropriate. 

Subpart  G— Judicial  Review 

§  179.125  Judicial  review. 

(a)  The  Administrator’s  final  decision 
is  final  agency  action  reviewable  in  the 
courts  as  provided  by  FFDCA  section 
408(i)  or  409(g)(1),  as  of  the  date  of  entry 
of  the  order,  which  shall  be  determined 
in  accordance  with  §§  23.10  and  23.11  of 
this  chapter.  The  failure  of  a  person  to 
file  a  petition  for  judicial  review  within 
the  period  ending  on  the  60th  day  after 
the  date  of  the  entry  of  the  order 
constitutes  a  waiver  under  FFDCA 
section  408(i)  or  409(g)(1)  of  the  right  to 
judicial  review  of  the  order  and  of  any 
regulation  promulgated  by  the  order. 

(b)  The  record  for  judicial  review  of  a 
final  decision  under  this  part  consists  of 
the  record  described  in  §  179.130. 

§  179.130  Administrative  record. 

(a)  For  purposes  of  judicial  review,  the 
record  of  a  hearing  that  culminates  in  a 
final  decision  of  the  Administrator 


under  §  179.105(d)  or  §  179.112(c)  ruling 
on  an  objection  shall  consist  oh 

(1)  The  objection  ruled  on  (and  any 
request  for  hearing  that  was  included 
with  the  objection). 

(2)  Any  order  issued  under  §  177.125 
of  this  chapter  to  which  the  objection 
related,  and: 

(i)  The  final  regulation  or  petition 
denial  that  was  the  subject  of  that  order. 

(ii)  The  petition  to  which  such  order 
responded. 

(iii)  Any  amendment  or  supplement  of 
the  petition. 

(iv)  The  data  and  information 
submitted  in  support  of  the  petition. 

(v)  The  notice  of  filing  of  the  petition. 

(3)  Any  order  issued  under  §  177.130 
of  this  chapter  to  which  the  objection 
related,  the  final  regulation  that  was  the 
subject  of  that  order,  and  each  related 
notice  of  proposed  rulemaking. 

(4)  Any  order  issued  under  §  180.7(g) 
of  this  chapter  to  which  the  objection 
related,  and: 

(i)  The  final  regulation  or  petition 
denial  that  was  the  subject  of  that  order. 

(ii)  The  petition  to  which  such  order 
responded. 

(iii)  Any  amendment  or  supplement  of 
the  petition. 

(iv)  The  data  and  information 
submitted  in  support  of  the  petition. 

(v)  The  notice  of  filing  of  the  petition. 

(5)  Any  order  issued  under  §  180.29(f) 
of  this  chapter  to  which  the  objection 
related,  the  final  regulation  that  was  the 
subject  of  that  order,  and  each  related 
notice  of  proposed  rulemaking. 

(6)  The  comments  submitted  by 
members  of  the  public  in  response  to  the 
notice  of  filing  or  notice  of  proposed 
rulemaking,  and  the  information 
submitted  as  part  of  the  comments. 

(7)  All  other  documents  or  information 
submitted  to  the  docket  for  rulemaking 
in  question  under  Part  177  or  Part  180  of 
this  chapter. 

(8)  The  notice  of  hearing  published 
under  §  179.20. 

(9)  All  notices  of  participation  filed 
under  §  179.26. 

(10)  Any  Federal  Register  notice 
issued  under  this  part  that  pertains  to 
the  proceeding. 

(11)  All  submissions  filed  under 
§  179.80. 

(12)  Any  document  of  which  official 
notice  was  taken  under  §  179.97. 

(b)  The  record  of  the  administrative 
proceeding  is  closed: 

(1)  With  respect  to  the  taking  of 
evidence,  when  specified  by  the 
presiding  officer. 

(2)  With  respect  to  pleadings,  at  the 
time  specified  in  §  179.98(a)  for  the  filing 
of  briefs. 

(c)  The  presiding  officer  may  reopen 
the  record  to  receive  further  evidence  at 


any  time  before  the  filing  of  the  initial 
decision. 

4.  By  amending  Part  180  as  follows: 

PART  180— [AMENDED] 

a.  By  revising  the  authority  citation  to 
read  as  follows: 

Authority;  21  U.S.C.  346a.  371a;  Reorg.  Plan 
No.  3  of  1970. 

b.  In  §  180.7  by  revising  paragraph  (g) 
to  read  as  follows: 

§  180.7  Petitions  proposing  tolerances  or 
exemptions  for  pesticide  residues  in  or  on 
raw  agricuHural  commodities. 

(g)  If  the  petition  is  not  referred  to  an 
advisory  committee,  or  upon  receipt  of 
the  report  of  an  advisory  committee 
under  §  180.12(c)  if  such  a  referral 
occurred,  the  Administrator  shall 
determine,  in  accordance  with  the  Act, 
whether  to  issue  an  order  that 
establishes,  modifies,  or  revokes  a 
tolerance  regulation  (whether  or  not  in 
accord  with  the  action  proposed  by  the 
petitioner),  or  whether  to  publish  a 
proposed  tolerance  regulation  and 
request  public  comment  thereon  under 
§  180.29.  The  Administrator  shall 
publish  in  the  Federal  Register  such 
order  or  proposed  regulation.  An  order 
published  under  this  section  shall 
describe  briefly  how  to  submit 
objections  and  requests  for  a  hearing 
under  Part  178  of  this  chapter.  A  final 
regulation  issued  under  this  section 
shall  be  effective  on  the  date  of 
publication  in  the  Federal  Register. 

§§  180.13-180.28  [Removed] 

c.  By  removing  §§  180.13  through 
180.28. 

d.  In  §  180.29(a)  by  removing  the 
period  at  the  end  of  the  first  sentence 
and  adding  in  its  place  the  words  “,  or  a 
regulation  modifying  or  revoking  an 
existence  tolerance  or  exemption.’’. 

e.  In  §  180.29  by  adding  paragraphs 
(e),  (f).  and  (g)  to  read  as  follows: 

§  180.29  Adoption  of  tolerance  on 
initiation  of  Administrator  or  on  request  of 
an  interested  person. 

(e)  The  Administrator  shall  provide  a 
period  of  not  less  than  30  days  for 
persons  to  comment  on  the  proposed 
regulation. 

(f)  After  reviewing  any  timely 
comments  made,  the  Administrator  may 
by  order  establish,  modify,  or  revoke  a 
tolerance  regulation,  which  order  and 
regulation  shall  be  published  in  the 
Federal  Register.  An  order  published 
under  this  section  shall  state  that 
persons  may  submit  objections  and 
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requests  for  a  hearing  in  the  manner 
described  in  Part  178  of  this  chapter. 

(g)  Any  final  regulation  issued  under 
this  section  shall  be  effective  on  the 
date  of  publication  in  the  Federal 
Register. 

f.  By  revising  §  180.30  to  read  as 
follows: 

§  180.30  Judicial  review. 

(a)  It  is  the  Agency's  view  that  the  Act 
does  not  allow  a  person  to  obtain  direct 


judicial  review  of  a  regulation  issued 
under  this  part  that  establishes,  amends, 
or  revokes  a  tolerance  regulation  or  a 
regulation  exempting  a  pesticide 
chemical  from  the  need  for  a  tolerance. 
However,  if  an  objection  to  such  action 
is  submitted  to  the  Administrator  in  the 
manner  prescribed  by  Part  178  of  this 
chapter,  judicial  review  may  be 
obtained  of  the  Administrator’s  action 
on  the  objection.  See  sections  408(d)(5) 
and  408(i)  of  the  act. 


(b)  A  decision  under  §  180.29(a)  that  a 
request  does  not  warrant  the  issuance  of 
a  proposed  regulation  is  final  agency 
action.  Although  the  Act  makes  no 
special  provision  for  review  of  such  final 
agency  action,  the  action  may  be 
reviewable  under  other  provisions  of  the 
United  States  Code  (see.  e.g.,  5  U.S.C. 
701-706,  28  U.S.C.  1331). 
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